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Title  20 — Employees'  Benefits 

CHAPTER  III— SOCIAL  SECURITY  ADMIN¬ 
ISTRATION,  DEPARTMENT  OF  HEALTH. 

EDUCATION,  AND  WELFARE 

I  Regulations  No.  5,  further  Amended] 

PART  405 — FEDERAL  HEALTH  INSUR¬ 
ANCE  FOR  THE  AGED  AND  DISABLED 

Conditions  for  Coverage  of  Suppliers  of 
End-Stage  Renal  Disease  (ESRD)  Services 

The  amendments  to  the  regulations  set 
forth  below  are  adopted  in  final  form  by 
tlie  Commissioner  of  Social  Security  with 
the  approval  of  the  Secretary  of  Health, 
Education,  and  Welfare.  %ese  amend¬ 
ments  are  intended  to  further  implement 
Section  2991  of  the  Social  Security 
Amendments  of  1972  (P.L.  92-603), 
which  extends  Medicare  protection  to 
any  Individual  who  has  end-stage  renal 
disease  requiring  dialysis  or  transplanta¬ 
tion,  provided  that  such  individual:  (1) 
Is  fully  or  ciu’rently  insured,  or  entitled 
to  monthly  benefits  imder  Title  n  of 
the  Social  Security  Act;  or  (2)  is  the 
‘^p>ouse  or  dependent  child  of  an  indi¬ 
vidual  so  insured  or  entitled  to  such 
monthly  benefits. 

On  July  1,  1975,  there  was  published 
in  the  Federal  Register  (40  FR  27782)  a 
Notice  of  Proposed  Rule  Making  with 
proposed  amendments  to  regulations  re¬ 
lating  to:  (a)  the  conditions  for  coverage 
which  suppliers  of  ESRD  services  must 
meet  to  qualify  for  Medicare  reimburse¬ 
ment;  (b)  the  certification  procedures 
for  such  suppliers;  (c)  the  pro\ision  of  a 
minimal  utilization  rate  for  covered 
procedures;  (d)  the  designation  of  ESRD 
network  areas;  (e)  the  establishment  of 
Network  Coordinating  Councils,  and  (f) 
the  provision  of  Medical  Review  Board  to 
screen  the  appropriateness  of  patients 
for  the  propo^  treatment  procedures, 
in  order  to  Implement  Section  2991  of 
the  Social  Security  ^Amendments  of  1972 
(Pi.  92-603) . 

Interested  parties  were  given  the  op¬ 
portunity  to  submit  data,  views,  or  argu¬ 
ments  on  the  proposed  amendments 
within  60  days  of  the  July  1,  1975,  notice 
of  proposed  rul^aking.  Comments  were 
received  from  many  sources  (including 
representatives  of  national.  State  and 
local  organizations)  concerned  with 
ESRD  care  of  patients.  Approximately 
450  letters  were  received,  many  of  which 
contained  comments  on  various  portions 
of  the  proposed  regulations  so  that  the 
total  number  of  comments  approximated 
1500.  Although  a  large  number  of  com¬ 
ments  were  received  after  the  September 
1,  1975  deadline,  each  comment  received 
has  been  carefully  considered.  TTie  larg¬ 
est  number  of  comments  were  in  the 
areas  of  .  the  definitions  concerning 
ESRD  facilities  and  personnel,  network 
areas  and  organizations  (network  co¬ 
ordinating  coimcil  and  medical  review 
board) .  and  minimal  utilization  rates.  A 
lesser  number  of  comments  were  related 
to  histocompatibility  testing,  and  the 
health  and  safety  requironents  for  facil¬ 
ities. 

For  purposes  of  organization,  the  dis¬ 
cussion  of  the  comments  and  the  actions 
taken  follows  the  sequence  of  the  sec¬ 
tions  of  the  regulations. 


RULES  AND  REGULATIONS 

Section  226(g)  of  the  Social  Security 
Act  (the  Act)  authorizes  the  Secretary 
to  limit  Medicare  reimbursement  for 
kidney  transplant  and  dialysis  services  to 
facilities  meeting  such  requirements  as 
he  may  by  regulation  prescribe.  Section 
226(g)  also  provides  ^at  such  regula¬ 
tions  must  Include  requirements  for  a 
minimal  utilization  rate  for  covered 
procedures  and  ior  a  medical  review 
board  to  screen  the  appropriateness  of 
patients  for  the  proposed  treatment 
procedures. 

The  following  amendments  to  the  reg¬ 
ulations  specify  the  health  and  safety 
requirements  that  facilities  furnishing 
ESRD  services  must  meet  to  qualify  for 
Medicare  reimbursement.  In  addition, 
the  amendments  require  that  these  facil¬ 
ities  be  organized  into  coordinated  sys¬ 
tems  (“networks”)  for  the  delivery  of 
ESRD  care. 

The  ESRD  program  became  effective 
July  1, 1973,  and  since  then  has  operated 
under  interim  regulations  published  in 
the  Federal  Register  of  June  29,  1973 
(38  FR  17210).  The  interim  regulations 
provide  for  reimbursement  to  those  facil¬ 
ities  which  were  furnishing  E^SRD  care 
on  or  before  June  1,  1973,  and  describe 
criteria  for  allowing  reimbursement  to 
additional  or  expanded  ESRD  facilities 
during  the  interim  period.  (To  give  the 
public  a  formal  opportunity  to  partici¬ 
pate  in  the  development  of  the  criteria 
used  in  granting  requests  for  exceptions 
to  the  limitation  on  participation  during 
the  interim  period,  the  Interim  regula¬ 
tions  were  republished  in  the  FYideral 
Register  of  April  22, 1975  (40  PR  17746) ) 
after  Notice  of  Proposed  Rule  Making, 
The  Interim  regulations,  as  published  and 
republished  are  being  superseded  by 
these  “long-term”  amendments  to  the 
regulations.  The  interim  regulations  ex¬ 
plained  that  recognition  of  a  facility  cm 
an  interim  basis  was  no  assurance  that  it 
would  be  approved  on  a  continuing  basis 
for  reimbursement  under  the  “long¬ 
term”  program.  Facilities  not  qualifying 
under  the  “long-term”  regulatiwis  will 
be  {biased  out  in  a  manner  that  will  min¬ 
imize  any  disruption  of  services  to  ESRD 
patients. 

The  policies  for  the  ESRD  program 
which  are  Incorporated  in  these  amend¬ 
ments  are  based  on  the  operating  experi¬ 
ence  of  the  program  since  publication  of 
the  interim  regulations  in  June  1973,  as 
well  as  on  extensive  communicatiims 
with  professionals  and  other  persons 
knowledgeable  in  the  areas  of  nephrology 
and  transplant  surgery. 

These  amendments  are  Intended  to  ac¬ 
complish  the  following  objectives: 

(1)  To  assist  beneficiaries  who  have 
been  diagnosed  as  having  ESRD  to  re¬ 
ceive  the  care  they  need; 

(2)  To  encourage  proper  distribution 
and  effective  utilization  of  ESRD  treat¬ 
ment  resources  while  maintaining  or  im¬ 
proving  the  quality  of  care;  and, 

(3)  To  provide  the  flexibility  necessary 
for  the  efficient  delivery  of  appropriate 
care  by  physicians  and  facilities. 

The  broad  array  of  professional  skills 
and  facilities  Involved  in  the  treatment 
of  iiersons  with  ESRD  indicates  the  need 
for  a  system  to  promote  effective  coordi¬ 


nation.  Accordingly,  these  final  regula¬ 
tions  require  ESRD  treatment  facilities 
to  join  together  into  groups  called  “net¬ 
works”. 

During  the  past  decade,  programs  con¬ 
ducted  by  agencies  of  the  Public  Health 
Service  and  the  States  have  demon- 
.strated  that  integration  of  hospitals  and 
other  health  facilities  into  organized 
networks  is  the  most  effective  way  to  de¬ 
liver  ESRD  care.  An  organized  network 
tends  to  assure  coordinated  patient  re¬ 
ferral  as  well  as  access  to  resources.  It 
also  permits  the  concentration  of  equip- 
mmt  and  specially  trained  persoimel  in 
centers  where  they  can  be  used  efficiently 
to  treat  large  numbers  of  patients.  This 
approach  has  been  advocated  by  commit¬ 
tees  of  national  voluntary  health  or¬ 
ganizations. 

The  population  base  of  each  network 
should  be  large  enough  to  permit  the  de¬ 
livery  of  a  full  range  of  ESRD  diagnostic 
and  therapeutic  services  needed  by  all 
patients  within  the  netw’ork  area.  Ac¬ 
cordingly,  26  of  the  network  areas  desig¬ 
nated  in  the  Appendix  to  the  Subpart  U 
serve  a  minimum  population  base  of  3.5 
million,  (while  an  additional  six  network 
areas  serve  a  smaller  population  base  as 
this  minimum  would  not  be  feasible » .  In 
order  to  accommodate  patient  choice,  and 
to  allow  for  sufficient  peer  review  within 
the  network,  each  network  will  be  re¬ 
quired  to  have  at  least  two  transplant 
centers  whenever  feasible. , 

The  network  (xmcept  will  be  found 
in  existing  patterns  for  referral  of  pa¬ 
tients  to  treatment  facilities,  these  exist¬ 
ing  referral  patterns  in  effect  constitut¬ 
ing  informal  networks.  Insofar  as  fea¬ 
sible,  network  designations  conform  witli 
ttiese  refen-al  patterns.  Alhough  the 
designation  of  network  areas  is  made  by 
the  Secretary,  the  structure  and  the  ad  - ' 
ministration  of  each  network  will  be  the 
responsibility  of  the  representatives  of 
its  component  ESRD  facilities. 

These  final  regulations  require  that  in 
order  to  qualify  for  reimbursement,  an 
ESRD  facility  must  be  a  member  of  a 
network.  The  network  must  organize  it¬ 
self  through  the  establishment  of  a  Net¬ 
work  Coordinating  Council,  with  repre¬ 
sentation  from  an  ESRD  facilities  in  the 
network.  The  network  and  its  Council 
will  perform  a  unique  role  as  liai.son  be¬ 
tween  the  Federal  Government  and 
available  community  resources,  with  the 
Council  supplying  to  the  Secretary  in¬ 
formation  which  the  Secretary  may  use 
to  make  determinations.  The  Council  will 
also  make  recommendations  to  member 
facilities  as  needed  to  achieve  the  ob¬ 
jectives  of  the  network.  In  addition,  each 
network,  through  its  Council,  will  estab¬ 
lish  a  Medical  Review  Board  to  review 
the  appropriateness  of  ESRD  patient 
care  and  service. 

An  essential  element  in  the  ESRD  pro¬ 
gram  is  a  medical  information  system. 
All  ESRD  facilities  participating  in  the 
program  will  be  required  to  supply  data 
to  this  system.  When  the  medical  infor¬ 
mation  pertains  to  Individual  patients,  it 
will  be  treated  as  confidentisil  and  will 
not  be  disclosed  except  as  authorized  by 
Department  regulations  on  confiden¬ 
tiality  and  disclosure  (see  45  C7FR  Parte 
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5  and  5b  and  20  CFR  Parts  401  and  422 
(Subpart  E) ). 

For  participation  In  tbe  EBRD  pro* 
gram,  a  facility  must  also  meet  the 
minimal  utUlzatlcm  rates  fm*  covered  pro- 
cediu-es  published  In  these  final  ree^a- 
tlons.  These  rates  apply  to  transplanta¬ 
tion  and  dialysis,  and  may  be  modified 
by  futiire  amendments  to  the  regula¬ 
tions.  A  facility  which  Is  not  In  compli¬ 
ance  with  the  applicable  minimal  utili¬ 
zation  rates  may  be  conditionally 
approved  for  a  limited  period  to  allow  It 
time  for  attaining  compliance.  These 
final  regulations  also  provide  for  excep¬ 
tions  to  the  minimum  utilization  rates 
to  be  granted  to  a  dialysis  facility  In 
unusual  situations  if  it  can  be  shown  that 
nonparticipation  in  the  ESRD  program 
would  be  detrimental  to  the  achieve¬ 
ment  of  program  objectives. 

Through  a  Memorandum  of  Under¬ 
standing  refiectlng  agreement  reached 
between  the  Department  of  Health,  Edu¬ 
cation,  and  Welfare  and  the  Veterans 
Administration,  specified  Veterans  Ad¬ 
ministration  Hospitals  can  qualify  for 
participation  in  the  ESRD  program. 
These  specified  Veterans  Administration 
Hospitals,  when  found  to  meet  Title 
XVIU  requirements,  will  be  part  of  a 
network  and  will  be  represented  on  Its 
Council.  They  will  also  be  required  to 
comply  with  the  ESRD  regulations  de¬ 
scribed  herein  with  respect  to  the  care 
they  fiunlsh  to  Medicare  patients.  Simi¬ 
larly,  other  Federal  facilities  may  par¬ 
ticipate  in  the  ESRD  program  provided 
that  they  meet  the  requirements  of  these 
regulations. 

To  conform  other  pertinent  regula¬ 
tions  with  Subpart  U  and  ESRD  program 
requirements,  these  final  relations 
amend  Subpart  M  (Conditions  for  Cover¬ 
age  of  Services  of  Independent  Labora¬ 
tories  (39  FR  33690) )  to  include  require¬ 
ments  for  an  independent  laboratory 
performing  hlstocompatabiUty  testing; 
Subpart  S  (Certification  Procedure  for 
Providers  and  Suppliers  of  Services) ; 
and  Subpart  J  (Conditions  of  Participa¬ 
tion;  Hospitals).  Subpart  O  (Providers* 
of  Services,  Emergency  Service  Hospi¬ 
tals,  Independent  Laboratories,  and  Sup¬ 
pliers  of  Portable  X-ray  Services,  Deter¬ 
minations  and  Appeal  Procedures)  has 
elsewhere  been  amended  to  refiect  Im¬ 
plementation  of  the  ESRD  program.  41 
PR  8481  (February  27,  1976). 

General  Comments 

Many  of  the  comments  were  of  a  gen¬ 
eral  nature.  For  example,  while  many 
comments  suggested  changes  in  network 
area  designations  and  the  composition 
and  functions  of  the  network  organiza¬ 
tions.  the  comments  contained  substan¬ 
tial  support  for  the  concept  of  organized 
EISRD  networks  to  promote  coordinated 
patient  referral  and  access  to  the  full 
range  of  resources. 

A  number  of  comments  suggested  that 
^ere  is  a  need  for  clarification  of  the  way 
In  which  tiiese  regulations  iq;>ply  to  the 
various  t3n?es  of  facilities  which  furnish 
ESRD  services.  For  example,  several 
comments  indicated  concern  that  the 
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regulations  apply  In  detail  to  facilities 
ftumlshlng  dlali^  services  but  apply 
only  minimally  to  renal  transplantation 
facilities.  Other  comments  indicated  con¬ 
cern  that  the  proposed  regulations  would 
establish  requirements  which  were  nearly 
duplicative  of  the  existing  requirements 
tor  hospitals  imder  the  Medicare  pro¬ 
gram.  TTie  proposed  regulations  recog¬ 
nized  the  fact  that  renal  transplantation 
centers  and  renal  dialysis  centers  are 
hospitals  participating  as  providers  in 
the  Medicare  program.  Also  participating 
skilled  nursing  facilities  may  wish  to  be 
approved  as  renal  dialysis  facilities,' 
while  hospital  laboratory  departments 
and  Independent  laboratories  may  wish 
to  furnish  the  laboratory  specialty  of  hls- 
tocompatlblity  testing.  However,  pro¬ 
viders  or  suppliers  of  services  currently 
participating  In  the  Medicare  program 
must  also  meet  the  conditions  for  cover¬ 
age  contained  In  the  these  amendmmts 
to  regulatlmis  In  order  to  become  ap¬ 
proved  as  suppliers  of  ESRD  services  and 
In  order  to  become  approved  to  furnish 
the  laboratory  specialty  of  hlstoccmipatl- 
billty  testing. 

Section  226(g)  of  the  Act  authorizes 
the  Secretary  to  limit  Medicare  reim¬ 
bursement  for  kidney  transplant  and 
dialysis  services  to  facilities  meeting  such 
requirnnents  as  he  may  by  regulatlmi 
prescribe.  These  amendments  to  the 
Medicare  regulations  provide  the  re¬ 
quirements  which  facilities  must  meet  in 
order  for  their  services  to  be  covered 
under  the  ESRD  program.  Hospitals,  to 
participate  in  the  Medicare  program, 
must  be  In  compliance  with  the  condi¬ 
tions  of  participation  which  are  listed  in 
Subpart  J  of  the  Medicare  regulations. 
Exaniples  of  the  conditions  of  participa¬ 
tion  In  Subpart  J  are:  Governing  Body, 
Physical  Environment,  Medical  Recort 
D^>artment,  etc.  The  Conditions  for 
Coverage  of  Suppliers  of  ESRD  Services 
listed  in  Subpart  U  of  these  amendments 
similarly  contain:  Governing  Body  and 
Management.  Physical  Environment, 
Medical  Records.  Hospital  compliance 
with  the  requirements  for  reimburse¬ 
ment  of  ESRD  services  will  be  considered 
within  the  context  of  the  furnishing  of 
ESRD  services.  For  example,  a  Medicare 
approved  hospital  will  have  a  function¬ 
ing  Governing  Body;  approval  for  reim- 
biu^ement  for  ESRD  will  require  (see 
section  405.2136)  that  in  addition,  there 
be  docmnentatlon  that  the  Governing 
Body  receive  and  act  on  communications 
from  the  Medical  Review  Board  of  the 
ESRD  netwoi^  since  other  aspects  will 
have  been  certified  under  the  conditions 
of  participation.  Similarly,  h(H>sltals  ac¬ 
credited  by  the  Joint  Commission  on  Ac¬ 
creditation  and  by  the  American  Osteo¬ 
pathic  Association  are  deemed  to  meet 
the  Medicare  conditions  of  participaticm 
with  the  exertion  of  utilization  review 
and  Institutional  planning  (Subpart  J) 
and  will  also  need  to  meet  the  require¬ 
ments  in  Subpeui;  U  to  be  approved  for 
reimbursement  for  ESRD  services.  Many 
other  examples  coiild  be  cited.  Guide¬ 
lines  and  Instructions  will  be  forthcom¬ 
ing  to  assist  surveyors  In  relating 
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these  requirements  to  the  furnishing  of 
ESRD  smrlces. 

Other  writers  commented  that  the 
proposed  regulations  were  not  consistent 
with  one  ctf  the  objectives  of  the  ESRD 
program  (Section  405.2101)  In  that  very 
little  flexibility  was  provided  for  In  the 
requirements  concerning  ESRD  facilities. 
In  answer  to  these  comments,  the  De¬ 
partment  believes  that  although  the  reg¬ 
ulations  place  certain  requlremmts  upon 
facilities,  the  manner  In  which  the  re- 
faclUtles,  the  manner  In  which  the 
requirements  may  be  fulfilled  can 
vary.  As  an  example.  Renal  Dialysis 
Facilities  are  required  to  peri¬ 
odically  analyze  and  treat  the  water  used 
in  dialsrsis  and  to  maintain  records  of 
test  results.  This  provides  the  opportu¬ 
nity  for  standards  for  testing  to  change 
to  be  compatible  with  currently  accepta¬ 
ble  dialysis  techniques.  There  is  an  Im¬ 
portant  need  to  retain  fiexlbUity  as  an 
operating  policy  since  the  care  of  pa¬ 
tients  with  ESRD  can  be  expected  to  be 
subject  to  rapid  changes.  Interpretation 
of  the  regulations,  as  well  as  future.* 
amendments  to  the  regulations,  should 
not  stifle  acceptable  and  needed  techno¬ 
logical  changes  which  may  influence 
concepts  of  good  ESRD  patient  care. 

Many  comments  were  received  fitxn 
patients  presently  undergoing  treatment 
for  ESRD;  their  major  concerns  were 
that  the  designated  network  areas  would 
prevent  patients  from  receiving  care 
from  facilities  located  in  a  network  area 
other  than  the  area  In  which  the  patient 
resides.  It  should  be  understood  that  net¬ 
work  areas  relate  only  to  the  location  of 
facilities  and  not  to  the  residence  of  pa¬ 
tients;  it  is  explicit  in  section  1802  of  the 
Act  and  in  section  405.2110  that  patients 
may  receive  care  at  the  facility  of  their 
choice.  The  regulations  provide  for  the 
ESRD  facilities  within  each  designated 
area  to  organize  to  carry  out  review  of 
ESRD  patient  care  being  furnished  by 
facilities  located  in  the  network  area  and 
to  plan  to  achieve  appropriate  access  for 
all  ESRD  patients  treated  by  the  facili¬ 
ties -In  their  area.  Thus,  while  the  net¬ 
work  areas  were  drawn  with  reference  to  - 
current  patient  flow  and  Include  all  the 
modalities  of  ESRD  care,  a  patient  tat 
not  precluded  from  receiving  care  tai  a 
facility  outside  the  network  area  In 
which  he  or  she  resides. 

Ccxnments  on  various  sections  of  the 
proposed  regulations  pointed  out  appar- 
^t  omission  of  needed  Items  and  sug¬ 
gested  that  these  items  be  added  to  the 
regulatioi?s.  For  example,  the  proposed 
regulations  prescribe  tlmt  the  Director  of 
an  ESRD  dialysis  facility  be  responsible 
for  the  training  of  nurses  and  techni¬ 
cians  in  dialysis  techniques.  Some  who 
commented  suggested  that  the  Director 
be  responsible  for  a  training  program 
for  all  of  the  staff.  These  final  regula¬ 
tions  require  the  Chief  Executive  Officer 
to  be  responsible  for  ensuring  that  aU 
employees  have  an  opportunity  for  con¬ 
tinuing  education  and  related  develop¬ 
ment  activities  in  addltlmi  to  appropri¬ 
ate  orientation  to  the  facility  and  their 
work  responsibilities  upon  employment. 
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It  was  felt  in  this  example  and  in  otliei's, 
that  the  suggestions  were  addressed  In 
other  sections  of  the  proposed  regula- 
lations.  However,  to  aid  public  imder- 
standlng,  greater  effort  has  been  made 
to  cross-reference  the  revised  regula¬ 
tions. 

Several  comments  were  received  which 
did  not  deal  specifically  with  the  pro¬ 
posed  regulations  but  were  general  com¬ 
ments  on  provisions  of  the  statute  (PXi. 
92-603)  or  on  aspects  of  reimbursement 
policy  not  addressed  in  these  amend¬ 
ments  to  the  regulations.  The  latter  com¬ 
ments  were  not  considered  to  be  within 
the  scope  of  review  for  suggested 
changes  in  proposed  regulations. 

Comments  on  condition  of  participa¬ 
tion — complementary  departments  (.sec¬ 
tion  405.1031).  Comments  received  which 
were  relevant  to  this  section  are  dis¬ 
cussed  imder  general  comments.  This 
section  amends  the  regulations  for  hos¬ 
pital  participation  in  the  Medicare  pro¬ 
gram  to  Indicate  that,  if  a  participating 
hospital  provides  ESRD  services,  reim¬ 
bursement  for  such  services  will  not  be 
made  imless  the  hospital  also  meets  the 
Conditions  for  Coverage  in  Subpart  M 
and  U  of  these  regulations  as  appropri¬ 
ate.  Comments  suggesting  that  a  hospi¬ 
tal  which  meets  the  CondiUons  for  Par¬ 
ticipation  in  the  Medicare  program 
should  be  deemed  to  meet  at  least  part 
of  the  requirements  of  Subpart  U  have 
been  rejected,  since  the  body  of  ESRD 
regulations  must  apply  to  all  ESRD  fa¬ 
cilities,  regardless  of  location. 

Comments  on  histocompatibility  test¬ 
ing  (sections  405.1310,  405.1314,  405.1317, 
405.21710.  A  small  number  of  comments 
were  received  which  suggested  changes 
in  the  pr(HX)sed  requirements  for  hlsto- 
c<xnpatibility  testing.  Most  of  these  com¬ 
ments  were  from  individuals  w’ho  identi¬ 
fied  themselves  as  directors  of  existing 
laboratories  which  conducted  histocom¬ 
patibility  testing  and  pointed  out  several 
technical  Inaccuracies  in  testing  tech¬ 
niques  which  had  been  writt^  into  the 
proposed  regulations.  One  example  of 
such  an  inaccuracy  was  the  requirement 
.that  recipient  and  donor  sera  be  cross- 
matched  for  preformed  antibodies 
whereas  the  correct  statement  should 
have  been  that  recipient  serum  and  donor 
lymphocytes  be  crossmatched  for  pre- 
fonned  antibodies.  Hiese  (xxnments  also 
pointed  out  the  inat^ropriateness  of 
classifying  histoccHnpatlbility  testing 
under  the  existing  clinical  laboratory  re¬ 
quirements  without  identifying  such  test¬ 
ing  as  a  separate  entity. 

Changes  have  been  made  which  closely 
parallel  the  recommendations.  Histo¬ 
compatibility  testing  is  now  defined  in 
the  Independent  laboratory  regulations 
(section  405.1317)  ;  specific  qualification 
requirements  for  the  director  or  super- 
vism*  are  stated  for  a  laboratory  if  the 
labmutory  performs  tests  in  the  specialty 
of  histocompatibility  testing.  In  addition, 
the  requirements  for  quality  control  sys¬ 
tems  are  ^>ecifically  identified  for  histo¬ 
compatibility  testing  rather  than  grouped 
under  immu  nohematology  and  serology 
as  In  the  previous  pixnx)^  regulations. 
Hospital  laboratory  d^sartments  which 


wish  to  be  reimbursed  under  the  ESRD 
program  for  histocompatibility  testing 
must  also  satisfy  these  requirements. 

Comments  on  the  certification  process 
(sections  405.1901  and  405.1912).  Section 
405:1901  has  been  changed  to  include 
cross-references  to  the  sections  which 
specify  the  requirements  which  a  histo¬ 
compatibility  testing  laboratory  must 
meet.  Suggestions  were  made  that  sec¬ 
tion  405.1912  be  written  in  more  detail  to 
explain  the  special  procedures  involved 
in  approval  of  ESRD  facilities.  In  addi¬ 
tion  to  changes  made  in  section  405.1912, 
guidelines  will  be  Issued  which  will  out¬ 
line  the  details  for  ESRD  facility  ap¬ 
proval.  As  published,  section  405.2122 
contained  both  substantive  and  proce¬ 
dural  provisions  relating  to  minimal 
utilization  rate  classifications.  Refer¬ 
ences  to  minimal  utilization  rates  (dis¬ 
cussed  in  greater  detail  below  under  the 
heading  “CTomments  on  minimal  utiliza¬ 
tion  rates”)  have  been  added  to  sections 
405.1012  (b)  through  (e),  in  additicm  to 
simplification  and  clarification  of  the 
material  now  appearing  in  .section 
405.2122. 

Comments  on  definitions  (section  405.- 
2102) .  This  section  received  a  large  num¬ 
ber  of  COTiments.  Most  of  these  com¬ 
ments  indicated  a  need  to  consider 
changes  in  the  definitions  of  types  of 
services  and  facilities  and  of  the  types 
®f  qualifications  of  personnel  in  ESRD 
facilities. 

A  number  of  suggestions  were  made  to 
restructure  the  definition  of  inpatient 
dialysis  and  chronic  maintenance  dialy¬ 
sis.  It  was  suggested  that  a  category  of 
“Special  C?are  Out-Patient  Dialysis” 
be  added  to  distingiiish  the  usual  routine 
chronic  maintenance  dialysis  which 
might  be  carried  out.in  an  outpatient  fa¬ 
cility  from  the  more  specialized  care  re¬ 
quired  because  of  intercurrent  compli¬ 
cations  or  medical  problems.  Other  com¬ 
ments  suggested  several  variations  now 
in  use  for  defining  dialysis  by  levels  of 
care.  In  light  of  the  difflcvilty  encoim- 
tered  in  arriving  at  universally  accepted 
categories  of  levels  of  care  it  has  been 
considered  preferable  to  simplify  the  def¬ 
inition  of  dialysis  and  therefore  avoid  the 
resultant  proliferation  of  standards  for 
each  level  of  care.  Changes  which  have 
been  made  in  the  regulations  in  the  in¬ 
terest  of  simplification  were  to  delete  the 
definitions  of  Limited  Care  Dialysis  Fa¬ 
cility,  Self-Care  Dialysis  Facility_  and 
Self-Care  Dialysis  Training  Facility  and 
to  substitute  the  definition  of  Dialysis 
Facility  as  a  unit  which  is  approved  to 
fiunish  dialysis  service(s)  to  ESRD  pa¬ 
tients.  These  services  Include  chronic 
maintenance  dialysis  (at  any  level  of 
patient  involvement)  and  self-care  dialy¬ 
sis  training.  There  now  are  only  two 
types  of  facilities  defined  primarily  for 
dialysis;  (1)  the  Renal  Dialysis  Facility 
and  (2)  Renal  Dialysis  Center.  The  defi¬ 
nition  of  a  Renal  Dialysis  Center  has 
been  slight  modified  to  explicitly  state 
that  the  services  include  dialysis  in  a 
manner  that  makes  a  Center  responsible 
for  the  care  delivered  to  the  hospitalized 
ESRD  patient  (i.e.,  furnished  directly  or 
under  arrangement) . 


ESRD  Services  (section  405.2102(f)) 
have  now  been  defined  to  better  clarify 
the  regulations  with  respect  to  types  of 
ESRD  services.  Transplantation  Service 
has  been  defined  as  suggested  by  several 
commenters  to  include  not  only  the  re¬ 
moval  and  Im^antatlon  of*  kidneys  but 
the  supportive  care  which  is  furnished  to 
the  recipient  and  the  living  donor  follow¬ 
ing  implantation  and  removal.  Dialysis 
Service  (section  405.2102(f)(2))  is  now 
defined  under  (1)  Chronic  Maintenance 
Dialysis,  (2)  Inpatient  Dialysis,  and  (3) 
Self-Care  Dialysis  Training.  The  con¬ 
cept  of  self-care  dialysis  in  a  facility  has 
been  omitted  from  the  definitions  fol¬ 
lowing  ccxnments  that  further  investiga¬ 
tion  and  discussion  is  needed  before  being 
introduced  into  regulations.  To  clarify 
Organ  Procurement,  the  definition  of  an 
Organ  Procurement  Facility  has  been 
deleted  and  replaced  by  the  definition  of 
an  Organ  Procurement  Agency  (see  item 
(q)  in  section  405.2102)  which  is  defined 
as  an  organization  which  performs  or  as¬ 
sumes  responsibility  for  all  of  the  fol¬ 
lowing  services:  (1)  harvesting  of  do¬ 
nated  kidneys,  (2)  preservation  of  do¬ 
nated  kidneys,  (3)  transportation  of 
donated  kidneys,  and  (4)  maintenance  of 
a  system  to  locate  prospective  recipients 
for  harvested  organs. 

The  large  niunber  of  comments  on 
qualifications  of  personnel  in  ESRD  fa¬ 
cilities  focused  mainly  on  Dietitian 
(Qualified)  and  Social  Worker  (Quali¬ 
fied)  .  The  comments  were  nearly 
unanimous  in  the  belief  that  at  least  one 
year  of  experience  in  clinical  nutrition 
was  necessary  for  assessing  the  nutri¬ 
tional  dietetic  needs  of  each  patient, 
recommending  therapeutic  diets,  coun¬ 
seling  patients  and  their  families  on 
prescribed  diets,  and  monitoring  adher¬ 
ence  and  response  to  diets.  It  was  pointed 
out  that  the  qualification  requirements 
in  the  proposed  regulations  would  allow 
persons  majoring  in  food  management  to 
qualify  although  such  persons  do  not 
have  educaticmal  preparation  for  clinical 
nutrition  activities.  The  ccnnments  fur¬ 
ther  suggested  that  the  masters  degree 
should  be  the  minimum  educational  re¬ 
quirement.  The  proposed  regulation 
would  not  permit  a  person  to  qualify 
who  had  a  baccalaureate  degree  in  a  field 
other  than  in  food  and  nutrition  but  did 
have  a  masters  degree  in  the  area.  The 
regxUations  have  been  changed  to  require 
a  baccalaureate  or  advanced  degree  with 
major  studies  in  food  and  nutrition  or 
dietetics. 

The  largest  number  of  comments  were 
on  the  qualifications  of  the  social  worker. 
Many  commenters  expressed  the  opinion 
that  the  need  of  the  ESRD  patient  is  for 
psychosocial  evaluations  and  for  recom¬ 
mending  changes  in  treatment  based  on 
the  patient’s  current  psychosocial  needs 
and  for  direct  social  woik  interventions. 
This  activity  is  considered  to  require  the 
backgroimd  for  a  masters  degree  with 
specialization  in  clinical  practice;  the» 
usual  baccalaureate  programs  in  social 
work  were  not  felt  to  provide  the  requi¬ 
site  background  in  counseling  of  ESRD 
patients.  The  definition  of  social  worker 
in  section  405.2102(r)  (6)  (i)  and  minimal 
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service  requirements  for  ESRD  facilities 
(sections  405^163(b)  and  405.2171(b)) 
were  rewritten  to  reflect  this  major  con¬ 
sideration. 

A  lesser  number  of  comments  related 
to  the  person  who  has  been  functioning 
as  a  social  worker  presently  involved  in 
ESRD  care,  but  who  does  not  have  the 
masters  degi'ee  and  specialization  in  clin¬ 
ical  practice.  The  definition  (section 
405.2102(r)  (6)  (ii) )  now  accommodates 
this  person,  provided  the  individual  has 
served  for  at  least  two  years  as  a  social 
worker,  one  year  of  which  was  in  a  di¬ 
alysis  unit  or  transplantation  program 
prior  to  the  effective  date  of  these  regula¬ 
tions,  and  provided  this  person  has  es¬ 
tablished  a  consriltative  relationship  with 
a  social  worker  who  is  qualified  by  the 
masters  degree  and  specialization  in  clin- 
^ical  practice. 

The  qualifications  for  a  registered 
nurse  responsible  for  the  nursing  service 
have  been  changed  to  permit  the  niu’se 
to  qualify  whose  entire  work  experience 
has  been  in  ESRD  patient  care.  The  re¬ 
quirement  has  been  changed  to  permit  an 
alternative  means  for  the  nurse  to  qual¬ 
ify — if  he  or  she  has  18  months  of  ex¬ 
perience  in  nursing  care  of  patients  on 
maintenance  dialysis,  or  in  nursing  care 
of  patients  with  a  kidney  transplant,  in¬ 
cluding  training  and  experience  in  the 
dialysis  process.  The  provision  in  the  pro¬ 
pose  regulations  for  an  exception  in 
situations  where  the  nurse  with  required 
experience  was  not  available  has  now 
been  removed.  It  is  believed  that,  by  low¬ 
ering  the  amount  of  experience  required 
from  24  months  imder  interim  regula¬ 
tions  to  18  months,  as  well  as  retaining 
the  minimal  requirement  for  only  one 
such  qualified  nurse  per  facility  at  a 
given  time,  there  should  be  no  need  for 
the  exception  provision.  It  is  also  be¬ 
lieved  that  18  months  of  training  and 
experience  should  be  the  minimum  for 
assuming  responsibility  for  the  nursing 
service.  A  slight  change  has  been  made 
in  the  requirement  for  the  registered 
nurse  in  charge  of  self-care  dialysis 
training — the  3  months  of  experience  in 
a  Renal  Dialysis  Center  or  Renal  Dialysis 
Facility  which  offers  self-care  dialysis 
training  has  been  changed  to  3  months 
of  experience  in  training  patients  in 
self-care  dialysis. 

The  requirement  for  Medical  Record 
Practitioner  (Qualified)  has  been 
changed  to  provide  for  qualifications  at 
any  level  of  approved  training.  One  com- 
menter  has  suggested  that  the  proposed 
regulations  as  written  could  exclude 
otherwise  qualified  Directors  of  Medical 
Record  Libraries.  The  changes  made 
were  developed  in  consultation  with  the 
American  Medical  Record  Association. 

A  minor  change  has  been  made  in 
the  definition  of  Physician-Director 
(Qualified)  to  allow  the  person  to  qualify 
with  12  months  experience  as  director  of 
a  dialysis  facility  or  a  transplantation  fa¬ 
cility.  The  change  has  simply  removed 
the  designation  of  ESRD  facility  and  was 
necessitated  by  the  redeflnltion  of  an 
ESRD  facility  as  an  approved  facility; 
such  approval  was  not  available  during 
the  prior  five  year  period. 


Many  comments  were  received  sug¬ 
gesting  definitions  for  various  other  per¬ 
sonnel  which  are  needed  In  the  treatment 
of  ESRD  patients.  TTie  types  of  person¬ 
nel  suggested  were  (1)  occupational 
therapists,  (2)  psychologists,  (3)  voca¬ 
tional  rehabilitati(m  counselors,  (4)  dial¬ 
ysis  technicians,  and  (5)  nephrologists. 
It  is  believed  that  for  the  purpose  of  these 
regulations  the  terms  nephrologist,  r>sy- 
chologists,  and  vocational  rehabilitation 
counselors  do  not  need  to  be  defined.  . 

The  comments  pointed  out  that  occu¬ 
pational  therapists,  for  example,  perform 
an  important  role  in  ESRD  patient  care 
and  that  psychologists  are  often  needed 
in  psychological  evaluations  of  ESRD 
patients.  The  importance  of  occupation¬ 
al  therapists  was  considered  in  the  draft¬ 
ing  of  the  final  regulations  but  this  dis¬ 
cipline  was  not  included  as  required  staff 
of  an  ESRD  facility.  The  requirement  for 
staffing  and  services  has  been  written  as 
a  minimum;  this  is  not  to  prevent  attend¬ 
ing  physicians  and  ESRD  facilities  from 
making  use  of  whatever  expertise  is 
needed  for  each  patient.  At  this  time,  it 
is  believed  that  Federal  regulations 
should  not  require  this  desirable  exper¬ 
tise  for  all  patients.  Therefore,  the  reg¬ 
ulations  do  not  require  use  of  the  services 
of  occupational  therapists.  Similarly, 
there  is  no  requirement  for  the  use  of  the 
services  of  psychologists,  and  vocational 
rehabilitation  counselors.  As  to  the  defi¬ 
nition  of  nephrologist,  we  believe  that 
term  is  suflBciently  well  understood  in 
the  medical  community  as  to  obviate  a 
specific  definition  here. 

Although  w’e  agreed  with  the  commen- 
ters  who  indicated  a  need  for  the  defi¬ 
nition  of  the  dialysis  technician,  we  be¬ 
lieve  that  the  newness  of  this  discipline 
preclude  clear  definition  at  this  point 
in  time.  Additional  time  will  permit  ob¬ 
servation  of  this  emerging  health  occu¬ 
pation  in  facilities  heretofore  unsurveyed 
and  will  enable  us  to  review  studies  which 
have  been  conducted  as  well  as  the  work 
of  interested  individuals  and  organiza¬ 
tions  who  are  currently  grappling  with 
the  definition  and  entry  level  knowledge 
and  skills  requirements  for  this  parapro- 
fession. 

Several  commenters  suggested  that  a 
definition  of  a  Chief  Executive  Officer 
(Qualified)  be  added  in  the  definitions 
of  qualified  personnel  and  suggested  that 
the  minimum  qualifications  should  in¬ 
clude  a  masters  degree  in  hospital  admin¬ 
istration.  Such  a  definition  had  not  been 
included  in  the  proposed  regulations; 
however,  the  responsibilities  of  the  Chief 
Executive  Officer  were  listed  (see  Sec¬ 
tion  405.2136(c)  (3) ) .  The  proposed  reg¬ 
ulations  reflect  the  belief  that  the  scope 
of  the  facility’s  operations  and  adminis¬ 
trative  needs  varies  considerably  accord¬ 
ing  to  the  size  of  the  facility.  In  a  hos¬ 
pital-based  ESRD  facility,  it  was  felt 
that  these  responsibilities  might  well 
be  assumed  by  the  hospital  administra¬ 
tive  staff  whereas  in  a  small  dialysis  fa¬ 
cility,  the  Physician-Director  would  often 
be  able  to  assume  the  responsibilities. 
The  reerulations  have  been  rewritten  to 
include  minimum  qualifications  for  the 
Chief  Executive  Officer,  taking  into  con¬ 
sideration  the  range  of  background  and 


experience  which  would  qualify  an  in¬ 
dividual  to  assiune  the  responsibilities 
of  Chief  Executive  Officer. 

Several  other  definitions  have  been 
altered  or  added.  Because  of  comments 
indicating  patient  concern  about  treat¬ 
ment  in  an  ESRD  facility  in  a  network 
area  other  than  where  the  patient  re¬ 
sides,  the  definition  of  ESRD  Network 
has  been  altered  to  eliminate  the  state¬ 
ment  that  the  ESRD  facilities  in  a  net¬ 
work  area  furnish  the  necessary  care  for 
ESRD  patients  in  the  designated  area. 

In  addition,  to  more  clearly  indicate 
the  types  of  reviews  to  be  undertaken  by 
the  Medical  Review  Board,  the  term 
Medical  Care  Evaluation  Study  (MCE) 
has  been  used  and  is,  therefore,  defined 
in  this  Section  405.2102. 

There  w'ere  several  suggestions  that 
“Informed  Consiuner”  (as  required  rep¬ 
resentatives  on  the  Network  Coordinat¬ 
ing  Council)  be  defined  in  regulations. 
These  suggestions,  however,  varied  con¬ 
siderably  in  their  recommended  defini¬ 
tions  for  such  persons.  Some  suggested 
a  patient  who  had  undergone  transplan¬ 
tation,  others  suggested  manufacturers 
of  ESRD  equipment,  and  still  others  sug¬ 
gested  that  “inform^  consumers”  should 
be  representatives  of  consumer  groups. 
It  was  decided  at  this  time  not  to  define 
in  regulations  which  “consumers”  should 
be  included  in  NCC.  It  was  also  decided 
not  to  include  a  definition  for  a  qualified 
pharmacist  at  this  time  or  to  establish 
by  regulation  the  duties  of  a  qualified 
pharmacist  in  an  ESRD  facility. 

Comments  on  network  area  designa¬ 
tions.  (Section  405.2110) .  A  large  number 
of  comments  were  received  requesting 
changes  in  the  area  designations  of  sev¬ 
eral  networks.  Many  of  the  comments 
contained  detailed  iirformation  on  ESRD 
referral  patterns.  In  addition,  subsequent 
to  publication  of  the  proposed  regrula- 
tions  on  July  1.  1975,  the  final  designa¬ 
tions  were  made  for  the  Health  Service 
Areas  (HSA’s) ,  required  pursuant  to  the 
Public  Health  l^rvice  Act,  as  amended  by 
PXi.  93-641.  For  these  reasons,  the  De¬ 
partment  has  made  changes  in  some  of 
the  ESRD  network  area  designations. 

The  previously  proposed  regulations 
designated  29  network  areas.  As  a  result 
of  modifications  based  on  comments  and 
on  designated  Health  Service  Areas, 
these  final  regulations  now  designate  32 
network  areas. 

The  largest  single  change  with  respect 
to  the  number  of  networks  was  in  the 
division  of  previously  designated  network 
area  #23  which  encompassed  the  District 
of  Columbia,  the  States  of  Maryland  and 
West  Virginia,  and  the  State  of  Virginia 
excluding  the  counties  of  Scott  and 
Washington  into  smaller  network  areas. 
Information  received  subsequent  to  the 
publication  of  the  proposed  regulations 
indicate  that  it 'would  be  undesirable  to 
include  in  one  network  the  large  geo¬ 
graphic  area  originally  proposed.  Com¬ 
ments  received  imanimously  support  the 
redesignation  of  this  network  area  into 
three  smaller  network  areas. 

A  large  number  of  comments  on  net¬ 
work  area  designations  requested  that 
New  Jersey  be  designated  as  a  separate, 
single  Network.  Data  and  information 
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received  subsequent  to  the  publication  of 
proposed  regulations  indicate  a  substan¬ 
tial  reduction  in  the  percentage  of  New 
Jersey  patients  being  referred  for  treat¬ 
ment  in  out-of-state  ESRD  facilities. 
Therefore,  the  proposed  network  area 
#24  has  been  changed  and  New  Jersey 
has  been  designated  as  Network  #25. 

The  comments  on  proposed  Network 
#9  were  overwhelmingly  in  opposition  to 
the  “division  of  Illinois.”  Network  #15 
has  been  realigned  to  include  the  State 
of  Illinois  except  for  three  counties  in 
Networic  #8  and  four  counties  which  re¬ 
main  in  Network  #9.  Exclusion  of  these 
coimties  from  the  Illinois  Network  #15 
is  based  on  facility  affiliation  arrange¬ 
ments  and  is  congruent  with  the  desig¬ 
nated  Health  Service  Areas  surrounding 
the  St.  Louis  and  Davenport  SMSA. 

A  number  of  comments  suggested  that 
Alabama  could  function  as  an  ESRD 
network  and  should  be  designated  as 
such.  Data  presently  available,  however, 
show  that  Alabama  has  only  one  Medi¬ 
care  approved  transplant  hospital.  One 
of  the  major  criteria  used  in  designat¬ 
ing  network  areas  was  the  requirement 
that  there  be  two  transplantation  cen¬ 
ters  for  each  network  area.  This  require¬ 
ment  was  made  to  help  assure  that  the 
review  of  the  quality  of  transplantation 
services  could  be  conducted  by  peer  pro- 
fessiwials  not  directly  involved  in  the 
care  which  is  being  reviewed.  Exceptions 
to  this  criterion  have  been  granted  only 
in  Puerto  Rico  and  Hawaii,  where  com¬ 
pliance  with  this  requirement  is  imprac¬ 
tical.  Since  Alabama  has  only  one  trans¬ 
plantation  hospital  it  was  decided  that 
at  this  time  the  network  area  should  re¬ 
main  unchanged.  Thwefore,  the  States 
of  Alabama,  Mississippi,  and  Tennessee 
remain  as  a  single  network  area. 

Several  other  changes  have  also  been 
made  in  the  network  areas.  The  portion 
of  the  Navajo  Territory  of  San  Juan 
County,  Utah  has  been  added  to  Network 
#6  with  the  States  of  Arizona  and  New 
Mexico.  There  has  been  a  realignment  of 
several  counties  in  the  Upper  Peninsula 
of  Michigan  and  in  Wisconsin  which  af¬ 
fects  Networks  #7,  #13  and  #14.  Net¬ 
work  #16  now  consists  of  the  State  of 
Indiana;  Dearborn  County.  Indiana  had 
been  proposed  as  part  of  Network  #17. 
There  has  been  a  realignment  of  several 
counties  in  Network  #22.  Several  coun¬ 
ties  in  the  States  of  Arkansas  and  Mls- 
somi  are  now  included  in  Network  #18, 
eleven  western  counties  of  Nebraska 
have  been  Included  in  Network  #5. 

Area  designations  which  have  not 
been  changed  are  Networks  #1,  #3,  #4, 
#11,  #12.  #19.  #20,  #21,  #26.  #27, 
#28.  and  #29. 

Comments  on  ESRD  networks  (section 
40S.2II2)  and  Network  Coordinating 
Councils  (section  405.2111).  There  were 
many  comments  which  noted  that  while 
the  proposed  regulatlcms  established  the 
structure  and  functions  of  network 
organizations,  l.e..  Network  Coordinating 
Councfl  and  Medical  Review  Board,  no 
statement  was  included  about  how  or 
the  extent  to  which  the  organizations 
were  to  be  funded.  The  Secretary  will 
support  the  reasonable  operating  costs  of 


designated  Network  Coordinating  Coun¬ 
cils  and  Medical  Review  Boards.  It  Is 
felt  that  no  specific  statement  in  this 
regard  is  needed  in  these  regulations.  In¬ 
cluded  with  some  of  the  comments  on 
funding  of  network  activities  were  wide 
ranging  estimates  of  the  costs  of  these 
activities.  Other  comments  reflected  di¬ 
vergence  of  Interpretation  of  the  func¬ 
tions  of  network  organizations.  As  a  re¬ 
sult,  although  the  provisions  of  proposed 
regulations  have  not  imdergone  major 
changes,  the  sections  dealing  with  net¬ 
works  and  network  organizations  have 
been  rewritten  in  an  effort  to  make  them 
more  clear.  Interpretative  guidelines  and 
other  materials  and  means  of  technical 
assistance  will  be  provided  to  assist  in 
carrying  out  the  meaning  and  Intent  of 
the  regulations. 

Comments  on  the  size  of  networks  in¬ 
cluded  several  to  the  effect  that  the  net¬ 
works  were  too  small;  however,  most 
comments  Indicated  that  networks  were 
too  large  and  would  result  in  the  Net¬ 
work  Coordinating  Council  being  too 
costly  and  cumbersome.  The  regulations 
have  been  changed  to  require  that  Net¬ 
work  Coordinating  Councils  composed  of 
more  than  twenty  persons  appoint  an 
executive  committee  of  twenty  or  less  to 
assume  the  responsibilities  of  the  Coun¬ 
cil  Several  comments  had  indicated  that 
large  Councils  need  such  an  executive 
committee.  Despite  this  change,  the 
membership  of  the  Network  Coordinat¬ 
ing  Council  is  still  representative  of  the 
ESRD  facilities  in  the  network  area. 

A  number  of  commenters  suggested 
changes  in  the  cwnposition  of  the  Net¬ 
work  Coordinating  Council.  Some  would 
increase  the  number  of  consumers  on  the 
Council  (up  to  40  percent  of  the  mem¬ 
bership)  and  suggest  that  representatives 
of  consumer  groups  be  members  of  the 
Council.  Other  suggestions  were  that  the 
various  disciplines  required  on  the  Coun¬ 
cil  have  representatives  selected  by  pro¬ 
fessional  organizations  in  the  network 
area.  Many  other  disciplines  were  sug¬ 
gested  for  membership  on  the  Council.  It 
was  also  suggested  that  the  public  sector 
be  represented  and  that  State  and  local 
health  planners  be  represented  on  the 
Network  Coordinating  Council.  TTiere 
were  merits  to  all  the  suggestions  but,  in 
the  Interest  of  keeping  the  Council  to 
workable  size,  the  decision  was  made  to 
limit  its  composition.  These  final  regula¬ 
tions  now  require  the  following  addition¬ 
al  members  if  not  included  among  the 
facility  representatives :  Transplant  s\ir- 
geon.  Internist-nephrologist,  Pediatri¬ 
cian,  Chief  executive  officer.  Qualified 
dietitian,  (^alified  nurse  responsible  for 
nursing  services.  Qualified  social-worker. 
Dialysis  technician.  Three  informed  con- 
siuners.  Director  of  a  histocompatibility 
testing  laboratory,  and  Representative 
of  an  organ  procurement  agency. 

A  major  area  of  comment  was  with 
respect  to  the  fimctions  of  the  network 
organizations;  some  comments  suggested 
that  the  functions  be  stated  in  more  de¬ 
tail  and  other  comments  suggested  that 
the  network  organizations  be  given  more 
authority  to  carry  out  functions  such  as 
determinations  of  personnel  qualifica¬ 


tions.  The  preamble  in  the  notice  of  pro¬ 
posed  rulemaking  had  outlined  the  role 
of  the  Network  Coordinating  Council  as 
a  liaison  between  the  Federal  govern¬ 
ment  and  available  community  resources. 
These  final  regulations  provide  the  flexi¬ 
bility  for  member  facilities  of  a  network 
to  work  together  as  a  Council  to  set  ob¬ 
jectives  which  it  perceives  will  meet  the 
needs  of  ESRD  patients  in  the  network 
area  and  for  the  member  facilities  to 
work  together  to  achieve  those  objectives. 
TTie  (Council  would  provide  Information 
to  the  Secretary  and  would  make  recom¬ 
mendations  to  member  facilities.  The 
Federal  government  will  furnish  tech¬ 
nical  assistance  to  Network  Coordinat¬ 
ing  Councils  in  identifsdng  the  needs  of 
the  area  and  in  achieving  network  ob¬ 
jectives. 

Comments  on  Medical  Review  Boards 
(section  405.2113).  As  with  the  Network 
Coordinating  Council,  there  were  com¬ 
ments  that  additional  disciplines  be  in¬ 
cluded  as  members  of  the  Medical  Review 
Board.  One  area  of  concern  about  the 
proposed  regulations  was  the  possibility 
that  the  board  might  not  have  a  majority 
of  physicians;  it  was  suggested  that  a 
change  be  made  to  require  a  majority  of 
physicians  on  the  Board.  The  opinion  was 
also  expressed  that  the  Medical  Review 
Board  should  be  composed  entirely  of 
physicians.  Other  comments  suggested 
that  members  of  the  Board  be  selected  by 
peer  organizations  (e.g.,  the  registered 
nurse  to  be  selected  by  a  professional 
nurse  association)  rather  than  by  the 
Network  Coordinating  Council.  It  was  al¬ 
so  suggested  that  reviewers  from  outside 
the  network  be  requested  to  review  ques¬ 
tionable  facilities. 

These  flnal  regulations  have  been  re¬ 
written  to  better  delineate  the  fvmctions 
of  the  Medical  Review  Board,  to  clarify 
the  relationship  between  the  Network 
Coordinating  Coimcil  and  the  Board,  and 
to  provide  a  majority  of  phsrslcians  on 
the  Board.  The  functions  of  the  Board 
are  specified  as:  (1)  evaluation  of  the 
comparative  performance  of  facilities 
based  on  aggregate  data  from  the  Medi¬ 
cal  Information  System,  (2)  coordination 
of  the  performance  of  Medical  Care  Eval¬ 
uation  Studies  in  which  each  ESRD  fa¬ 
cility  will  participate,  and  (3)  as  neces¬ 
sary,  performance  of  in-depth  studies 
based  on  information  from  (1)  and  (2) 
above.  Thus  the  functions  have  been  re¬ 
stated  to  emphasize  the  review  of  overall 
quality  of  care.  The  regulations  now  pro¬ 
vide  for  the  Network  Coordinating  Coirn- 
cil,  not  only  to  establish  the  Medical  Re¬ 
view  Board,  but  also  to  monitor  the  func¬ 
tions  of  the  Board  as  well.  In  addition, 
there  is  provision  for  the  Board  to  be 
composed  of  a  maximxim  of  seven  mem¬ 
bers  rather  than  the  five  members  origi¬ 
nally  proposed.  This  latter  change  will 
provide  a  majority  of  physicians,  a  les¬ 
ser  burden  for  each  member,  and  for 
specialists  as  needed  for  review. 

Comments  on  relationships  of  Network 
Organizations  to  Health  Care  Review 
and  Planning  Organizations.  (Section 
405.2114).  Many  commenters  outlined 
strong  opposition  to  the  relationships  be¬ 
tween  the  Network  Coordinating  Coun¬ 
cil  and  Health  Systems  Agencies 
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(HSA’s)  and  between  the  Medical  Re¬ 
view  Board  and  the  Professional  Stand¬ 
ards  Review  Organizations  (PSRO’s) 
as  written  in  the  proposed  regulations. 
The  commenters  generally  expressed  the 
opinion  that  ESRD  patient  care  is  too 
complex  to  be  reviewed  by  other  than 
experts  in  ESRD;  that  the  functions  of 
the  Council  and  of  the  Board  would  be¬ 
come  too  fragmented  in  trying  to  relate 
to  the  HSA’s  and  PSRO’s  since  ESRD 
network  are£is  in  some  instances  would 
overlap  as  many  as  12  HSA’s  and  as 
many  as  eight  PSRO’s. 

The  Public  Health  Service  Act,  as 
amended  by  the  National  Health  Plan¬ 
ning  and  Resources  Development  Act  of 
1974,  P.L.  93-641  provides  for  the  estab¬ 
lishment  of  Health  Systems  Agencies 
and  State  Health  Coordinating  Coun¬ 
cils  (SHCC’s)  and  details  their  functions. 
Similarly,  Part  B  of  Title  Xt  of  the 
Social  Security  Act  provides  for  PSRO’s 
to  have  review  responsibility  for  the 
health  care  services  provided  under 
Titles  XVin,  XIX  and  V  of  the  Social 
Security  Act.  Section  226(g)  of  the  Act 
(42  U.S.C.  426(g))  mandates  a  Medical 
Review  Board  to  screen  the  appropriate¬ 
ness  of  patients  for  the  proposed  treat¬ 
ment  procedures.  It  is  implicit  that  rec- 
ogiution  must  be  made  of  relationships 
between  these  various  organizations  (as 
stated  in  these  regulations)  to  avoid  du¬ 
plication  of  activities  and  to  make  avail¬ 
able  to  PSRO’s,  HSA’s,  and  SHCC’s  the 
ESRD  expertise  in  the  network  area.  To 
establish  these  relationships,  these  reg¬ 
ulations  provide  for  the  Network  Co¬ 
ordinating  Council  to  develop  written 
arrangements  with  PSRO’s  established 
established  under  Public  Law  93-641 
which  will  describe  the  procedures  by 
which  the  Network  Coordinating  Coun¬ 
cil  will  integrate  its  planning  responsibil¬ 
ity  with  the  planning  responsibilities  of 
HSA’s  and  SH(Xl’s.  SimUarly,  the  Medi¬ 
cal  Review  Board  will  develop  written 
arrangements  with  PSRO’s  established 
under  Part  B  of  Title  XI  of  the  Social 
Security  Act  which  will  describe  the  pro¬ 
cedures  by  which  the  Board  will  integrate 
its  medical  review  responsibility  with  the 
review  responsibilities  of  PSRO’s. 

On  a  continuing  basis,  these  regula¬ 
tions  require  that  the  Network  Coordi¬ 
nating  Council  accept  planning  respon¬ 
sibility  as  requested  by  the  HSA’s  and 
SHCC’s  and  for  the  Medical  Review  Board 
to  accept  review  responsibility  as  requested 
by  the  PSRO’s.  It  is  expected  that,  be¬ 
cause  of  the  complex  nature  of  ESRD 
patient  care  and  ESRD  patient  referral 
patterns,  HSA’s  and  PSRO’s  will  recog¬ 
nize  and  make  use  of  the  expert  assist¬ 
ance  which  the  ESRD  network  organi¬ 
zations  will  be  capable  of  providing. 

Comments  on  minimal  utilization 
rates.  (Sections  405.2120-405.2130).  'Tlie 
Secretary  is  directed  by  Section  226(g) 
of  the  Act  (42  U.S.C.  426(g))  to  limit 
Medicare  reimbiu’sement  for  kidney 
transplant  and  dialysis  services  to  facil¬ 
ities  meeting  such  requirements  as  he 
may  by  regulation  prescribe  provided 
that  such  requirements  include  at  least 
requirements  for  minimal  utilization 
rate  for  covered  procedures.  Many  com¬ 


ments  were  directed  to  the  minimal 
utilization  rate  portions  of  the  proposed 
regulations.  A  major  ccxnment  was  that 
there  should  be  no  minimal  utilization 
rates  because  evidence  is  lacking  that 
the  number  of  procedures  performed  cor¬ 
relate  either  with  quality  improvement 
or  cost  efficiency.  Although  it  is  true  that 
there  is  a  lack  of  conclusive  evidence 
which  establishes  with  certainty  a  re¬ 
lationship  between  utilization  rates  and 
the  efficiency  and  effectiveness  of  care, 
it  can  be  rationally  assumed  that  such  a 
relationship  does  exist  and  thus  require¬ 
ments  for  meeting  minimum  rates.  As  re¬ 
quired  by  law.  minimum  utilization  rates 
have  been  retained. 

Among  the  comments  were  several  ex¬ 
pressing  the  opinion  that  the  minimal 
utilization  rates  proposed  were  too  high 
and  others  suggested  that  they  were  too 
low.  In  analyzing  the  impact  of  the 
transplantation  center  minimum  utiliza¬ 
tion  rates  contained  in  the  July  1,  1975, 
Notice  of  Proposed  Rule  Making,  it  is 
clear  that  the  rates  were  so  high  as  to 
preclude  a  substantial  number  of  facili¬ 
ties  currently  participating  in  the  ESRD 
program  under  the  interim  regulations 
from  further  participation  in  the  pro¬ 
gram.  'This  adverse  effect  on  access  to 
care  has  been  addressed  by  a  reduction 
in  the  minimal  utilization  rates  for 
transplantation  centers  from  25  to  15 
transplants  annually  for  imconditional 
status  and  from  14  to  7  transplants  an¬ 
nually  for  conditional  status.  Because  of 
the  new  lower  rates,  it  was  considered 
unnecessary  to  have  an  exception  cate¬ 
gory  for  transplantation  centers.  Since 
renal  transplantation  is  a  one  time  or 
discrete  procedure,  exception  status  for 
the  purpose  of  access  is  not  a  considera¬ 
tion.  The  rates  have  been  lowered  to  the 
point  where  most  primary  research  or 
pediatric  referral  centers  should  meet 
this  condition  in  order  to  qualify  for  con¬ 
ditional  status  under  the  long  term  pro¬ 
gram.  At  such  time  as  continuing*  ESRD 
program  experience  and  data  developed 
from  the  ESRD  medical  information  sys¬ 
tem  demonstrate  the  degree  of  correla¬ 
tion  between  utilization  rates  and  qual¬ 
ity  improvements  and  cost  efficiency, 
consideration  will  be  given  to  amending 
the  regulations  on  minimal  utilization 
rates  for  transplantation. 

The  minimal  utilization  rates  for 
ESRD  dialysis  facilities  have  not  been 
changed;  the  concerns  expressed  in  com¬ 
ments  have  been  taken  into  considera¬ 
tion  through  other  changes.  For  example, 
it  was  suggested  that  facilities  which  fur¬ 
nish  essential  “back-up”  service  for 
ESRD  patients  during  inpatient  stays 
and  yet  provide  only  a  small  amount  of 
dialysis  to  outpatients  should  be  per¬ 
mitted  a  separate  minimal  utilization 
rate  classification  or  should  be  exempt 
from  the  requirement.  Following  these 
suggestions,  minimal  utilization  rates  for 
dialysis  facilities  which  perform  greater 
than  20  percent  of  their  dialyses  on  out¬ 
patients  are  unchanged.  For  those  di¬ 
alysis  facilities  performing  20  percent  or 
less  of  their  dialyses  on  outpatients,  how¬ 
ever,  the  minimal  utilization  rates  have 
been  changed  to  be  the  same  as  those  for 


a  facility  located  outside  a  Standard 
Metropolitan  Statistical  Area,  (see  Sec¬ 
tion  405.2130) ;  the  computation  of  the 
facility  rate  includes  both  inpatient  and 
outpatient  dialyses.  The  exception  status 
for  those  dialysis  facilities  located  in 
areas  where  there  are  too  few  patients 
to  allow  the  facility  to  meet  the  required 
rates  but  where  the  facility  is  needed  to 
overcome  what  would  otherwise  be  in¬ 
adequate  patient  access  to  dialysis,  has 
been  retained  in  the  regulations. 

Provision  is  made  for  new  transplan¬ 
tation  and  dialysis  facilities  to  come  into 
the  ESRD  program  under  conditional 
status  on  the  basis  of  a  written  plan  for 
achieving  unconditional  status. 

In  response  to  comments,  the  basis  for 
computing  utilization  rates  for  dialysis 
facilities  has  been  changed  to  take  into 
consideration  fluctuations  in  rates  of 
dialysis. 

Several  comments  suggested  that 
rates  for  dialysis  facilities  should  con¬ 
sist  only  of  the  number  of  dialyses  per¬ 
formed  and  not  include  the  number  of 
stations  in  the  facility.  The  minimal  uti¬ 
lization  rates  for  dialysis  facilities  re¬ 
mains  the  same  and  includes  both 
dialyses  and  stations  to  assure  efficient 
utilization  of  stations.  However,  a  change 
has  been  made  to  exclude  from  the 
computation  of  rates  any  station  at 
which  at  least  six  ESRD  patients  have 
been  trained  in  self-dialysis  in  the  last 
year.  The  purpose  of  this  change  is  to 
encourage,  where  medically  appropriate, 
the  utilization  of  this  less  expensive 
threatment  modality. 

Comments  on  compliance  with  the  re¬ 
quirements  of  Federal,  State  and  local 
laws.  (Section  405.2135) .  One  commenter 
recommended  total  deletion  of  this  con- 
'dition  on  the  apparent  assumption  that 
network  organizations  will  be  charged 
with  enforcement  of  State  and  local  laws. 
It  was  recommended  that  such  enforce¬ 
ment  continue  to  remain  in  the  hands 
of  appropriate  government  agencies.  For 
purposes  of  clarification,  it  is  stated  here 
that  no  network  organization  will  be 
charged  with  enforcement  of  any  Fed¬ 
eral,  State,  or  local  law  and  that  such 
enforcement  will  not  be  affected  by  the 
establishment  of  EISRD  networks.  Ap¬ 
propriate  government  agencies  will 
continue  to  be  charged  with  enforcement 
of  laws.  The  purpose  of  this  part  of  the 
regulations  is  to  make  compliance  with 
such  laws  a  condition  for  grranting  ap¬ 
proval  to  ESRD  facilities  under  the 
Medicare  program;  a  similar  require¬ 
ment  is  imposed  on  all  facilities  under 
Medicare.  No  change  was  made  in  this 
requirement. 

Comments  on  governing  body  and 
management.  (Section  405.2136).  One 
comment  was  made  that  this  require¬ 
ment  is  so  vague  and  broad  in  scope  as 
to  hinder  adequate  documentation  of 
compliance.  Although  it  is  felt  that  the 
requirement  is  sufficiently  explicit,  in¬ 
terpretive'  guidelines  will  be  forthcom¬ 
ing  to  assist  facilities  in  providing  the 
necessary  documentation. 

Several  commenters  suggested  that 
the  provision  for  disclosing  of  owner¬ 
ship  is  unjustified  and  possibly  lllegral. 
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As  previously  discussed,  Section  226  (g) 
of  the  Social  Security  Act  (42  U,S.C.  426) 
authCH-izes  the  Secretary  to  limit  reim¬ 
bursement  for  kidney  transplant  and 
dialysis  services  to  facilities  meeting 
such  requirements  as  he  may  by  regu¬ 
lation  prescribe.  The  requirement  for 
disclosure  of  ownership  is  believed  to  be 
justified  on  the  basis  that  there  is  a 
rational  and  pervasive  need  for  this  pro¬ 
vision.  The  ^RD  program  is  new  and 
the  total  annual  patient  care  benefit 
cost  is  estimated  to  reach  at  least  one 
billion  dollars  within  several  years.  Be¬ 
cause  of  the  newness  of  the  program  and 
its  estimated  costs,  it  is  necessary  to 
gather  data  and  to  refine  the  system  as 
quickly  as  possible.  There  is  a  need  for 
monitoring  the  costs  of  the  program;  as 
such,  there  is  a  need  to  have  knowledge 
of  ownership  and  of  relationship  of  the 
ownership  of  a  facility  to  other  facili¬ 
ties  furnishing  similar  services.  The 
disclosure  of  ownership  provision  is  con¬ 
sistent  with  Section  405.2113(c)  which 
does  not  p>ermit  a  person  serving  on  the 
Medical  Review  Board  to  review  the 
ESRD  services  of  a  facility  in  which 
that  person  has  a  financial  interest.  Be¬ 
cause  of  these  reasons,  it  is  believed  that 
the  disclosure  of  ownership  provision  is 
not  illegal,  it  is  justified  for  program 
purposes,  and  is  xinchanged. 

llie  comments  on  operational  objec¬ 
tives  Indicated  confusion  over  the  re¬ 
quirement  that  “criteria  defining  pati«it 
eligibility  for  services  are  devel¬ 
oped  *  •  As  a  result,  a  slight  editorial 
change  has  been  made  in  this  part  (Sec¬ 
tion  405.2136(b)(3))  which  now  reads 
that  “admlssimi  criteria  are  adopted 
by  the  facility  and  are  readily  available 
to  ensure  equitable  access  to  such  serv¬ 
ice.” 

A  slight  change  in  the  responsibilities 
of  the  chief  executive  officer  has  been 
made  by  deleting  the  word  “medical”  in 
Section  405.213Q(c)  from  the  expression 
“•  •  •  and  act  upon  medical  recom- 
mendatlcms  made  by  •  •  • 

The  ocHnments  on  the  institutlcmal 
planning  requirement  consisted  of  ques¬ 
tions  on  how  this  provision  relat^  to 
planning  agencies  and  how  the  provi¬ 
sions  were  to  be  interpreted.  However, 
as  previously  discussed,  several  com¬ 
ments  also  suggested  that  some  require¬ 
ments  could  be  duplicative.  This  require¬ 
ment  for  institutional  planning  is  du¬ 
plicative  since  It  is  presently  a  require¬ 
ment  for  Medicare-approved  hospitals; 
this  requirement,  therefore,  has  been 
deleted.  Although  the  deletion  leaves  the 
non-hospital  (derated  ESRD  facilities 
with  no  specific  requirement  for  institu¬ 
tional  planning,  it  is  believed  that  there 
are  requirements  in  other  sections  of  the 
regulations  which  siifficiently  mandate 
an  ESRD  facility  to  plan  for  future 
furnishing  of  ESRD  services. 

Several  editorial  changes  have  been 
made  as  a  result  of  comments  on  person¬ 
nel  policies  and  procedures  which  indi¬ 
cated  8<Hne  confusion  with  patient  care 
poUcies  (Section  405.2136(f)).  In  addi¬ 
tion,  several  comments  suggested  addi- 
tk»Md  requironents  with  respect  to 
Infection  control,  particularly  control  of 


hepatitis.  A  suggestion  that  the  facility 
provide  for  professional  development  was 
considered  to  be  sufficiently  covered 
under  the  responsibilities  of  the  Cffiief 
Executive  Officer. 

A  number  of  comments  were  made- 
with  respect  to  patient  care  policies; 
most  were  concerned  with  scheduling  of 
hours  for  dialysis  at  the  convenience  of 
patients.  The  regulation  now  reads  that 
whenever  feasible,  homs  for  dialysis  are 
scheduled  for  patient  convenience.  The 
requirement  for  periodic  review  of  pa¬ 
tient  care  pedicles  has  been  amended  to 
Indicate  that  the  review  activity  need 
not  be  conducted  solely  by  physicians 
and  nurses.  The  suggestion  to  eliminate 
the  word  “regvilarly”  from  scheduled 
conferences  to  evaluate  patient  progress 
has  been  rejected.  It  was  believed  that 
such  evaluation  must  be  made  regularly 
(see  Section  405.2137  (a)  and  (b)). 

To  avoid  the  implication  that  a  facil¬ 
ity  must  remain  <H>en  at  all  times,  Sec¬ 
tion  405.2136(g)  (2)  has  been  changed  to 
read  that  the  governing  body  ensures 
that  medical  care  is  available  for 
emergencies,  24  hours  a  day,  7  days  a 
week. 

It  was  suggested  that  there  be  a  re¬ 
quirement  that  all  ESRD  facilities  main¬ 
tain  an  open  staff  for  all  nephrologists. 
It  was  believed  that  an  open  staff  re¬ 
quirement  might  at  this  time  be  seen  as 
interfering  with  a  facility’s  prerogative 
to  pass  on  medical  staff  qualifications. 
Further  it  was  recognized  that  Ej^ElD 
networks  and  facilities  should  concern 
themselves  with  the  utilization  of  qual¬ 
ified  physicians.  It  is  assumed,  therefore, 
that  decisiems  concerning  the  granting 
of  privileges  in  a  facility  will  be  based 
upon  the  physician’s  professional  qual¬ 
ifications  and  the  facility’s  capacity  to 
accommodate  the  physician’s  patients. 

Comments  on  patient  care  plans.  (Sec¬ 
tion  405.2137).  'Ihls  condition  has  been 
rewritten  in  greater  detail  to  insure  that 
each  patient  receives  a  periodic  evalua¬ 
tion  with  respect  to  the  appropriate 
modality  of  care.  In  revising  the  condi¬ 
tion  to  provide  for  evaluation  of  the 
long-term  program  as  well  as  a  patient 
care  plan,  several  of  the  comments  were 
Incorporated.  The  requirement  now  is 
more  specific  in  stating  who  is  involved 
in  making  evaluations  in  the  long-term 
program  and  in  the  patient  care  plan. 
In  addition,  it  is  stated  that  each  patient 
must  be  evaluated  in  the  long-term  pro¬ 
gram  not  less  frequently  than  every  12 
months.  The  review  of  the  patient’s 
progress  in  the  patient  care  plan  must 
not  be  less  frequent  than  monthly;  a 
comment  that  this  evaluation  be  m^e 
not  less  than  twice  monthly  was  believed 
to  be  more  frequent  than  necessary  for 
most  patients. 

Comments  on  patients  rights.  (Sec¬ 
tion  405.2138).  The  condition  on  pa¬ 
tient’s  rights  has  been  reorganized  to 
required  standards  covering:  (1)  in¬ 
formed  patients.  (2)  participation  in 
planning.  (3)  respect  and  dimity,  (4) 
confidentiality,  and  (5)  a  grievance 
mechanism,  '^ere  were  a  niunber  of 
comments  suggesting  changes  which 
have  not  been  made,  not  because  the 


comments  were  imacceptable,  but  be¬ 
cause  the  suggestions  were  considered 
inapiM’opriate  for  regulations.  For  exam¬ 
ple,  it  was  suggested  that  there  be  pro¬ 
visions  for  a  translator  for  any  patient 
with  a  language  barrier  rather  than 
when  a  significant  number  of  patients 
exhibit  a  language  barrier;  it  was  be¬ 
lieved  administratively  more  feasible  to 
retain  the  present  requirement.  A  com¬ 
ment  suggested  the  addition  of  the  right 
to  refuse  treatment  but  it  was  believed 
that  this  need  not  be  in  regulations; 
however,  the  right  to  refuse  to  partici¬ 
pate  in  experimental  research  was  re¬ 
tained. 

Comments  on  medical  records.  (Sec¬ 
tion  405.2139).  This  section  remains  es¬ 
sentially  unchanged;  the  changes  in 
other  parts  of  the  regulations  include 
suggestions  made  in  the  comments  on 
medical  records. 

Comments  on  physical  environment. 
(Section  405.2140) .  This  section  has  been 
enlarged  slightly  to  provide  more  detail 
with  respect  to  hepatitis  control  which 
was  the  concern  of  several  commenters. 
’The  regulations  take  note  of  the  impor¬ 
tance  of  infections  control  and  specifi¬ 
cally  hepatitis,  but  refrain  from  requir¬ 
ing  a  separate  isolation  treatment  area 
with  separate  staff  at  this  time.  The  area 
of  hepatitis  control  will  be  kept  imder 
review  for  possible  future  changes  in  reg¬ 
ulations  and  interpretive  guidelines. 

Concern  was  expressed  that  testing  of 
emergency  procedures  while  patients  are 
being  dialized  might  present  a  hazard  to 
the  patients.  The  requirement  that  there 
be  emergency  procedures  with  which  the 
facility  personnel  are  familiar  is  de¬ 
signed  to  enhance  the  safety  of  the  en¬ 
vironment.  Interpretive  guidelines  will 
provide  assistance  on  how  the  testing  of 
emergency  procedimes  can  be  carried 
out.  The  regulations  have  not  incorpo¬ 
rated  references  to  publications  describ¬ 
ing  minimum  requirements  for  construc¬ 
tion  and  equipment;  the  development  of 
interpretive  guidelines  will  t^e  into 
consideration  such  publications.  How¬ 
ever,  certain  requirements  have  been 
added  to  these  regulations  to  increase 
the  safety  of  the  environment  through 
the  provision  of  ground-fault  interrupt¬ 
ers  in  electrical  circuits  to  equipment 
and  the  provision  of  an  alternate  elec¬ 
trical  power  source  from  an  emergency 
generator. 

Comments  on  affiliation  agreement  or 
arrangement.  (Section  405.2160).  The 
comments  on  this  section  indicated  that 
the  proposed  regulation  was  imclear, 
particularly  with  respect  to  emergency 
and  non-emergency  admissions  to  the 
affiliated  facility.  The  portion  of  the  re¬ 
quirement  pertaining  to  provision  of 
care  In  emergencies  has  been  deleted  to 
simplify  the  requirement.  It  is  believed 
that  this  change,  together  with  the 
changes  in  definition  of  ESRD  facilities 
(see  Section  405.2102(e))  has  clarified 
the  requirement. 

Comments  on  director  of  a  renal  dialy¬ 
sis  facility  or  renal  dialysis  center.  (Sec¬ 
tion  405.2161).  One  commenter  raised 
the  question  whetoer  the  proposed  regu¬ 
lation  was  in  conflict  with  Section  1801 
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of  the  Social  Security  Act  In  that  the 
regulation  sets  up  requirements  as  to 
which  physicians  may  treat  which  pa¬ 
tients.  This  regulation  Is  intended  only  to 
assure  that  the  ESRD  services  fiunJshed 
by  the  facility  are  imder  qualified  direc¬ 
tion.  Ihe  patient  Is  under  the  care  of  his 
or  her  own  i^ysiclan.  who  may  also  be 
the  Physician-Director.  As  Director,  this 
physician  Is  responsible  for  planning, 
organizing,  and  supervising  the  profes¬ 
sional  ESRD  services  of  the  facility. 

Another  comment  contained  the  rec¬ 
ommendation  that  the  regulations  spe¬ 
cify  the  Director  be  responsible  for  a 
Staff  Development  Plan  for  all  person¬ 
nel.  The  regulations  require  a  facility  to 
assure  that  all  Personnel  of  the  facility 
participate  In  educational  programs  on 
a  regular  basis  (Section  405.2136(d)  (6) ) 
and  further  prescribe  that  the  Chief  Ex¬ 
ecutive  OflBcer  has  the  responsibility  for 
assuring  that  all  employees  have  an  op¬ 
portunity  for  continuing  education  and 
related  development  activities  (Section 
405.2136(c)  (3)  (vUi) ) .  These  parts  of  the 
regulations  were  considered  to  provide 
adequate  assurance  for  a  staff  develop¬ 
ment  program  for  all  employees.  The  ad¬ 
ditional  responsibility  for  the  physician- 
director  in  assuring  adequate  training  of 
the  nurses  and  technicians  in  dialysis 
techniques  was  designed  to  provide  for 
safe  procediu’es  and  techniques  and  to 
assure  that  the  dialysis  staff  are  well 
versed  in  current  practice. 

Several  commenters  suggested  that 
Section  405.2161  be  changed  slightly  so 
that  the  physician-director  is  not  re¬ 
sponsible  for  “training”  but  is  respon¬ 
sible  for  “assuring  adequate  training”’ 
This  change  was  made  as  it  provides 
more  flexibility  in  the  actual  training  but 
still  retains  the  requirement  that  the 
physician-director  assures  that  there  is 
training. 

Comments  on  staff  of  a  renal  dialysis 
facility  or  renal  dialysis  center.  (Section 
405.2162).  This  section  has  been  edited 
to;  (1  substitute  the  word  “phsrslcian” 
In  place  of  M.D..  (as  defined  in  Section 
1861  (r)  (1)  of  the  Social  Security  Act,  (2) 
indicate  that  one  currently  licensed 
health  professional  is  on  duty  to  oversee 
ESRD  patient  care,  and  (3)  add  that  on 
adequate  number  of  personnel  are  pres¬ 
ent  to  meet  the  needs  of  patients. 

One  commenter  suggests  that  an 
D.PJ4.  is  not  sufBciently  qualified  to  be 
left  in  charge  of  ESRD  patients;  con¬ 
versely,  one  hospital  commented  that  its 
nursing  service  was  composed  entirely  of 
L.V.N.’s  (Licensed  Vocational  Nurses) 
and  suggested  that  the  nurse  responsible 
for  the  nursing  should  be  an  L.V.N.  Un¬ 
til  such  time  as  there  is  a  better  con¬ 
sensus  on  qualifications  of  staff  as  well 
as  training  of  nephrology  personnel,  it 
is  believed  that  the  regulations  should 
require  the  qualified  registered  nurse  to 
be  in  charge  of  the  nursing  service  and 
to  allow  the  to  oversee  ESRD 

patient  care.  For  purposes  of  this  discus¬ 
sion,  the  licensed  practical  nurse  and  the 
licensed  vocational  nurse  are  considered 
equivalent  In  qualification.  It  is  recog¬ 
nized  that  this  regulation  is  a  minimum 


requirement:  larger  facilities  should  staff 
accorcUng  to  their  needs  with  the  ade¬ 
quacy  of  staff  being  determined  by  the 
adequacy  of  the  process  and  outcomes  of 
patient  care.  Ratios  of  staff  to  patients 
have  not  been  used  in  these  regulations 
because  at  the  present  time,  ratios  in 
themselves  cannot  be  used  as  sole  deter¬ 
minants  of  good  patient  care. 

Comments  on  minimal  service  require¬ 
ments  for  a  renal  dialysis  facility  or  a 
renal  dialysis  center.  (Section  405.2163). 
A  large  number  of  commenters  suggested 
changes  in  this  section,  particularly  as 
related  to  the  social  and  dietetic  services. 
Revision  has  been  made  in  response  to 
these  comments.  The  proposed  regula¬ 
tions  were  intended  to  provide  a  minimal 
base  for  social  and  dietetic  services  upon 
which  each  facility  would  add  such  re¬ 
sponsibilities  and  qualified  personnel  suf¬ 
ficient  to  meet  the  needs  of  the  ESRD 
patients  being  treated.  However,  the 
consensus  of  comments  from  nephrology 
social  worker  and  dietitian  groups 
pointed  out  that  the  responsibilities 
listed  in  the  proposed  regulations  were 
unrealistically  limited  and  did  not  reflect 
the  extent  of  Involvement  of  these  dis¬ 
ciplines  in  ESRD  therapy  in  current 
practice.  Ihe  social  workers  pointed  out 
that  the  real  need  is  for  psychosocial 
evaluations  and  counseling  rather  Just 
social  evaluations.  There  is  a  similar 
need  for  dietetic  evaluation  and  counsel¬ 
ing.  The  minimum  education  and  experi¬ 
ence  of  personnel  qualified  to  carry  out 
such  added  responsibilities  is  reflected  in 
the  changes  in  definitions  of  qualified 
ESRD  personnel  (Section  405.2102  (r) 
(2)  and  (6)). 

While  the  proposed  regulations  stated 
that  laboratory  services  were  to  be  per¬ 
formed  by  a  Medicare-approved  labora¬ 
tory,  it  was  recognized  that  the  dialysis 
process  requires  certain  monitoring  pro¬ 
cedures.  Exceptions  have  been  granted 
which  permit  hematocrit  and  clotting 
time  determinations  to  be  made  on  the 
prwnlses  of  an  approved  ESRD  facility 
imder  the  direction  of  a  physician. 

Commenters  pointed  out  that  an  ESRD 
facility  should  not  be  required  to  be  re¬ 
sponsible  for  installation  and  mainte¬ 
nance  of  equipment  and  for  the  ordering 
of  supplies  for  the  self-care  diah^sis  pa¬ 
tient.  In  response  to  this,  the  section  on 
self-care  dialysis  support  services  has 
been  rearranged  to  indicate  that  an 
ESRD  facility  is  required  to  assist  the 
ESRD  patient,  as  needed,  in  making  ar¬ 
rangements  for  such  services. 

Comments  on  director  of  a  renal  trans¬ 
plantation  center.  (Section  405.2170). 
The  same  change  which  vras  made  for 
’the  renal  dialysis  facility  and  renal  di¬ 
alysis  center  has  been  made  in  this  sec¬ 
tion;  the  requirement  that  the  director 
be  responsible  for  training  of  staff  has 
been  modified  to  responsibility  for  assur¬ 
ing  training  of  staff. 

Comments  on  minimal  services  re¬ 
quirements  for  a  renal  transplantation 
center.  (Section  405.2171).  The  changes 
which  were  made  for  the  renal  dialysis 
facility  and  r^ial  dialysis  center  have 
similarly  bear  made  in  the  requirements 


for  social  services  and  dietetic  services 
(see  discussion  of  comments  on  Section 
405.2163).  In  addition,  changes  have 
been  made  in  laboratory  services  (see 
discussion  of  comments  on  histocom¬ 
patibility  testing). 

A  section  has  been  added  that  requires 
that  if  a  renal  transplantation  center 
utilizes  the  services  of  an  organ  procure¬ 
ment  agency  to  obtain  donor  organs,  the 
organ  procurement  agency  must  furnish 
these  services  under  an  arrang^ent 
(Section  405.2171(3)). 

A  niunber  of  comments  were  made 
that  there  were  few  requirements  for 
renal  transplanation  centers  in  contrast 
to  many  requirements  for  ESRD  dialysis 
facilities.  As  discussed  earlier  in  this  pre¬ 
amble,  a  renal  transplantation  center 
must  meet  all  Medicare  requirements  in 
this  subpart  except  those  parts  specifi¬ 
cally  for  renal  dialysis  facility  or  renal 
dialysis  centers.  These,  too,  must  be  met 
if  the  renal  transplantation  center  also 
furnishes  dialysis  services. 

(Secs.  226(g),  1102,  1861,  1862(a),  1871, 
1874,  Social  Security  Act;  86  Stat.  1484,  49 
Btat.  647,  as  ameiKled,  79  Stat.  825,  331,  332, 
and  340;  42  UA.C.  625(g),  1302,  1395X,  1395y 
(a).  1395hli,  1395kk.) 

Effective  Date:  The  amendments  shall 
be  effective  September  1,  1976, 

(Catalog  of  Federal  Domestic  Assistance 
Programs  No.  13AOO,  Health  Insurance  for 
the  Aged — ^Hospital  Insurance.) 

Dated:  March  25, 1976. 

J.  B.  Cardwell, 

Commissioner  of  Social  Security. 

Approved;  May  24, 1976. 

Marjorie  Lynch, 

Acting  Secretary  of  Health, 
Education,  and  Welfare. 

Part  405  of  Chapter  HI  of  Utie  20  of 
the  C(xle  of  Federal  Regulations  is 
amended  as  set  forth  below : 

1.  Section  405.1031  is  amended  by  re¬ 
vising  the  Introductory  paragraph  to 
read  as  follows: 

§  405.1031  Condition  of  parliHpation— 
con^ilcmcntary  departments. 

Participation  is  not  limited  to  hospitals 
which  have  surgery,  anesthesiology,  den¬ 
tal,  or  rehabilitation  departments  or 
services,  but  if  these  departments  or 
services  are  present,  there  are  effective 
policies  and  procedures,  relating  to  the 
staff  and  the  functions  of  the  service  (s) 
in  order  to  assure  the  health  and  safety 
of  the  patients.  If  the  hospital  provides 
end-stage  renal  disease  sendees,  reim¬ 
bursement  for  such  sendees  will  not  be 
made  unless  the  hospital  also  meets  the 
Conditions  for  Coverage  of  Suppliers  of 
EInd-State  Renal  Disease  Services,  Sub¬ 
part  U  of  this  Part.  If  a  hospital  labo¬ 
ratory  department  wishes  to  provide 
histocompatibility  testing,  reimburse¬ 
ment  for  such  services  will  not  be  made 
unless  the  laboratory  department  also 
meets  the  appropriate  requirements  in 
Subpart  M  of  this  Part  ($  405.1901(c)). 

2.  In  S  405.1310  a  new  paragraph  (m) 
is  added  to  read  as  foUows: 
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§  i05.l310  Definitions. 

•  •  •  •  • 

(m)  Histocompatibility  testing.  Labo¬ 
ratory  test  procedures  which  determine 
compatibility  between  a  potential  donor 
organ  and  a  potential  organ  transplant 
recipient. 

3.  In  §  405.1314  a  new  paragraph  (b) 
(13)  is  added  to  read  as  follows: 

§  405.1314  Condition— elinieal  labora- 
lorj  ;  tests  performed. 

•  •  •  •  • 

(b)  Standard:  Procedures  and  tests — 
competency. 

«  •  •  •  • 

(13)  Notwithstanding  paragraph  (b) 

(1)  of  ttiis  section.  If  the  laboratory  per¬ 
forms  tests  in  the  s[>ecialty  of  hlstocran- 
IMitlbility  testing,  the  director  or  super¬ 
visor: 

(i)  Holds  an  earned  doctoral  degree  in 
a  biological  science  or  is  a  physician 
and 

(11)  Subsequent  to  graduaticm  has  had 

4  years  of  experience  in  immimology,  2  of 
which  have  been  in  histocompatibility 
testing. 

4.  In  S  405.1317,  a  new  paragraph  (b) 
(8)  is  added  to  read  as  follows : 

5  405.1317  Condition— ^lality  control. 

•  •  •  •  • 

(b)  Standard:  Quality  Control  Sys¬ 
tem — Methodologies. 

•  •  »  •  • 

(8)  Histocompatibility  testing.  In  ad¬ 
dition  to  the  standards  for  quality  con¬ 
trol  in  inunimohematology,  paragraph 
(b)  (4)  of  this  section,  and  serology, 
paragraphs  (b)  (2)  (i)  and  (b)  (2)  (il)  of 
this  section,  which  are  applicable  to  the 
histocompatibility  testing  laboratory,  the 
histocompatibility  testing  laboratory 
utilizes  the  f(^owing  control  syst^s  and 
validation  methods  for  the  performance 
of  tests  in  the  following: 

(i)  for  renal  allotransplantation:  (A) 
(?ro6smatching  of  potential  recipients 
and  donors  before  transplantation  is  per¬ 
formed  with  one  or  more  techniques 
using  the  most  reactive  and  most  recent 
sera: 

(B)  HL-A  serologic  typing  of  both 
dcmor  and  recipient  which  include  at 
least  those  antigens  detectable  with 
serum  capable  of  defining  the  same 
antigens  as  those  definable  by  the  Na¬ 
tional  Institutes  of  Health  serum 
tray(8) ;  and, 

(C)  Characterization  for  antibody 
against  histocompatibility  antigens  in 
serum  from  potential  recipients  of  organ 
or  tissue  grafts. 

(ii)  For  transfusions  and  bone  mar¬ 
row  transplants  the  tests  in  paragraphs 
(8)  (1)  (A)  and  (8)  (i)  (B)  of  this  secUon 
are  required. 

(ilD  Fm*  disease  association  studies, 
paragraph  (8)  (1)  (B)  of  this  secticm 
uppliea. 

(Iv)  Idlxed  lynmhocyte  cultures  or 
other  recognized  methods  to  detect  cellu¬ 
lar— defined  antlgwis  are  perfmmed  in 
accordance  with  imscribed  methods. 


(v)  Procedures  are  established  re¬ 
garding  freezing  of  lynmhocytes  and  to 
provide  for  a  comprehensive  panel  of 
fresh  and/or  frozen  lymphocytes. 

(vl)  The  reactivity  of  cell  panels  used 
tor  antibody  detection  is  tested  at  least 
twice  a  month  with  appropriate  known 
antisera. 

(vil)  The  laboratory  must  also:  (A) 
At  least  once  each  month  have  each  in¬ 
dividual  performing  tests  be  given  a  pre¬ 
viously  t^ted  specimen  as  an  unknown 
to  verify  their  ability  to  reproduce  test 
results  and  the  results  of  such  testing 
shall  be  recorded  and. 

(B)  Participate  in  at  least  one  national 
or  regional  cell  exchange  program,  if 
available,  or  develop  an  exchange  system 
with  another  laboratory  in  order  to  vali¬ 
date  interlaboratory  reproducibility. 

5.  Section  405.1901  is  amended  by  re¬ 
designating  paragraph  (c)  as  paragraph 
(d),  redesignating  paragraph  (d)  as 
paragraph  (e),  and  adding  a  new  para¬ 
graph  (c)  to  read  as  follows: 

§  405.1901  Hie  eertifiration  proce«is. 

O  O  •  •  • 

(c)  A  hospital  which  is  a  participating 
provider  of  services,  for  a  nonhospital- 
operated  renal  dialysis  facility  as  defined 
in  S  405.2102(e)  (3) .  or  a  laboratory  facil¬ 
ity  that  is  approved  to  participate  in  the 
Medicare  program  which,  notwithstand¬ 
ing  approval  pursuant  to  Subpart  J  or 
Subpart  M,  also  meets  the  reqiiirements 
in  iS  405.1314(b)  (13)  and  405.1317  (a). 
(b)(2)  (i)  and  (ii),  (b)(4),  and  (b)(8) 
and,  when  services  are  furnished  in  the 
specialty  of  tissue  pathology,  also  meets 
the  requirements  in  99  405.1314(b)  (8)  (i) 
and  405.1317  (a)  and  (b)(6)(U),  and 
which  is  found  to  be  in  compliance  with 
each  of  the  applicable  Condlticms  for 
Coverage  of  Suppliers  of  End-Stage 
Renal  Disease  Services  prescribed  by  the 
Secretary  (see  Subpart  U) ,  may  become 
a  supplier  of  End-Stage  Renal  Disease 
services  pursuant  to  section  226(g)  of  the 
Social  Security  Act  upon  being  approved 
therefor  by  the  Secretary. 

*  ft  •  •  • 

6.  A  new  9  405.1912  is  added  to  read  as 
follows : 

§  405.1912  Special  procedures  for  ap¬ 
proving  end-stage  renal  disease  fa¬ 
cilities  and  the  expansion  of  services 
in  approved  facilities. 

(a)  Considerations  for  approval.  An 
ESRD  facility  which  wishes  to  be  ap¬ 
proved  for  coverage,  or  which  wishes  any 
expansion  of  dialysis  services  to  be  ap¬ 
proved  for  coverage  in  accordance  with 
Subpart  U  of  this  Part,  mtist  seeing  the 
Secretary’s  determination  thereunder. 
In  addition  to  the  certification  by  the 
State  agency  referred  to  in  9  405.1902, 
data  furnished  by  network  organizations 
and  recommendaticHis  of  the  Public 
Health  Service,  concerning  the  contribu- 
tlon  of  a  facility  to  the  furnishing  of 
end-stage  renal  disease  services  in  its 
networic  and  ccmceming  the  facility’s 
compliance  with  professKmal  norms  and 
standards  (see  Subpart  U  of- this  Part), 
shall  be  c<msidered  by  the  Secretary  in 


determining  whether  to  approve  a  fa¬ 
cility  for  coverage  or  for  any  expansion 
of  services  under  the  End-Stage  Renal 
Disease  Program.  The  facility  wiU  also 
be  required  to  submit  data  pertaining  to 
its  qualifications  for  approval  or  for  any 
expansion  of  services,  for  consideration 
in  the  Secretary’s  determination. 

(b)  Determining  compliance  with 
minimal  utilization  rates:  time  limita¬ 
tions.  (1)  Unconditional  status.  A  facil¬ 
ity  which  meets  minimal  utilization  re¬ 
quirements  will  be  assigned  this  status  as 
long  as  it  continues  to  meet  these  re¬ 
quirements. 

(2)  Conditional  status.  A  conditional 
status  may  be  granted  to  a  facility  for 
not  more  than  2  consecutive  calendar 
years  and  will  not  be  renewable  (see 
9  405.2122(b)).  Its  status  may  be  ex¬ 
amined  each  calendar  year  to  ascertain 
its  compliance  with  Subpart  U. 

(3)  Exception  status.  Under  unusual 
circiunstances  (see  9  405.2122  (c> )  the 
Secretary  may  grant  a  time-limited  ex¬ 
ception  to  a  facility  which  is  not  in  com¬ 
pliance  with  the  minimal  utilization 
rate(s)  for  either  unconditional  status  or 
conditional  status.  This  exception  statas 
may  be  granted,  and  may  be  renewed  on 
an  annual  basis,  under  circumstance.s 
where  rigid  applicatimi  of  minimal  utili¬ 
zation  rate  requirements  would  adversely 
affect  the  achievement  of  ESRD  program 
objectives. 

(c)  New  applicant.  A  facility  which 
has  not  previously  participated  in  the 
ESRD  program  must  sulxnlt  a  plan  de¬ 
tailing  how  it  expects  to  meet  the  condi¬ 
tional  minimal  utilization  rate  status  by 
the  conclusion  of  1  calendar  year  of  its 
operation  under  the  program  and  meet 
the  unconditional  minimal  utilization 
rate  status  during  the  third  calendar 
year  of  its  operation  imder  the  program. 

(d)  Notification.  ’The  Secretary  will 
notify  each  facility  and  its  network  co¬ 
ordinating  council  of  its  initial  and  its 
subsequent  minimal  utilizaton  rate  clas¬ 
sification. 

(e)  Failure  to  meet  minimal  utilization 
rate.  A  facility  failing  to  meet  standards 
for  imconditional  status  or  conditicxial 
status,  or  if  applicable,  for  exception 
status,  will  be  so  notified  at  the  time  of 
such  classification. 

(f)  Interim  regulations  participant. 
A  facility  previously  participating  under 
the  interim  regulations  will  not  be  ap¬ 
proved  under  the  program  established  by 
Subrtart  U  until  it  has  demonstrated  that 
it  meets  edl  the  applicable  requirements  of 
this  Subpart,  Including  the  appropriate 
minimal  utilization  rate.  It  may  continue 
under  the  interim  program  only  for  a  pe¬ 
riod  not  to  exceed  1  year  from  the  effec¬ 
tive  date  of  these  amendments  (see 
9  405.2100(c)  of  this  part).  During  this 
p>erlod  it  may  demonstrate  its  ability  to 
meet  the  appropriate  minimal  utilization 
rate.  Failure  to  qualify  under  this  Sub- 
part  wdll  automatically  terminate  cover¬ 
age  of  such  facility’s  services  under  the 
ESRD  program  at  the  end  of  such  year. 

7.  Part  405  of  TiUe  20,  Code  of  Fed¬ 
eral  Regulations,  is  amended  by  adding 
a  new  Subpart  U,  and  an  Appendix, 
reading  as  follows: 
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Subpsm  V>-Con<litions  for  Covorage  of  SuppHara 
of  EnO-Staga  Renal  Disease  (ESiA)  Services 

Sec. 

405.2100  Scope  of  subpart. 

406.2101  Objectives  of  end-stage  renal  dis¬ 

ease  (ESRD)  program. 

405.2102  Definitions. 

405.2110  Designation  of  ESRD  network 

areas. 

405.2111  Designation  of  network  coordinat¬ 

ing  councils. 

405.2112  Designation  of  ESRD  networks. 

405.2113  Medical  review  board. 

405.2114  Relationship  of  ESRD  networks  to 

health  care  review  organizations 
and  to  health  service  planning 
organizations. 

405.2120  Minimal  utilization  rate.s:  general. 

405.2121  Basis  for  determining  minimal 

utilization  rates. 

405.2122  Types  and  duration  of  classifica¬ 

tion  according  to  utilization 
rates. 

405.2123  Reporting  of  utilization  rates  for 

initial  classification. 

405.2124  Calculation  of  utilization  rates  for 

comparison  with  minimal  utili¬ 
zation  rates  (8)  and  notification 
of  status. 

405.2130  Condition:  minimal  utilization 
rates. 

405J3131  Condition:  Provider  status:  renal 
transplantation  center  or  renal 
dialysis  center. 

405.2132  Condition:  fulfillment  of  service 

needs  In  network. 

405.2133  Condition:  furnishing  data  and 

Information  for  ESRD  program 
administration. 

405.2134  Condition:  membership  In  a  net¬ 

work. 

405.2135  Condition:  compliance  with  fed¬ 

eral,  State,  and  local  laws  and 
regulations. 

405.2136  Condition;  governing  body  and 

management. 

406.2137  Condition:  patent  long-term  pro¬ 

gram  and  patient  care  plan. 

405.2138  Condition;  patients'  rights  and  re¬ 

sponsibilities. 

405.2139  Condition :  medical  records. 

405.2140  Condition:  physical  environment. 

405.2160  Condition:  affiliation  agreement  or 

arrangement. 

405.2161  Condition:  director  of  a  renal  di¬ 

alysis  facility  or  renal  dialysis 
center. 

406.2162  Condition;  staff  of  a  renal  dialysis 

facility  or  renal  dialysis  center. 

406.2163  Condition:  minimal  service  re¬ 

quirements  for  a  renal  dialysis 
facility  or  renal  dialysis  center. 
406.2170  Condition:  director  of  a  renal 

transplantation  center. 

4062171  Condition:  minimal  service  re¬ 

quirements  for  a  renal  trans¬ 
plantation  center. 

Appendix:  End-Stage  Renal  Disease  Net¬ 
work  Areas. 

Subpart  U — Conditions  for  Coverage  of 

Suppliers  of  End  Stage  Renal  Disease 
(ESRD)  Services 

§  405.2100  Scope  of  subpart. 

(a)  The  regulations  In  this  subpart 
prescribe  the  role  which  End -Stage  Renal 
Disease  (ESRD)  networks  will  have  In 
the  ESRD  program,  establish  the  mecha¬ 
nism  by  which  minimal  utilization  rates 
pursuant  to  section  226(g)  of  the  Social 
Security  Act  (42  U5.C.  428(g) )  will  be 
promulgated  and  applied,  and  describe 
the  health  and  safety  requirements  that 
faculties  furnishing  ESRD  care  to  bene- 
flciarles  must  meet.  These  regulatimis 


further  prescribe  the  role  of  ESRD  net¬ 
works  in  providing  the  medical  review 
requirements  of  section  226(g)  prior  to 
and  following  the  estabUshment  of  Pro¬ 
fessional  Standards  Review  Organiza¬ 
tions  vmder  Part  B  of  Title  XI  of  the 
Serial  Security  Act  (42  U.S.C.  1320c  et. 
seq.). 

<b)  The  general  objectives  of  the 
ESRD  program  are  contained  in 
§  405.2101,  and  general  definitions  are 
contained  in  §  405.2102.  The  provisions  of 
§§  405.2110-405.2114  discuss  the  estab¬ 
lishment  and  activities  of  ESRD  Net¬ 
works,  the  Network  Coordinating  Coun¬ 
cils,  and  the  Medical  Review  Boards. 
Sections  405.2120-405.2124  discuss  the 
establishment  of  minimal  utilization 
rates  and  the  requirements  for  approval 
of  facilities  with  respiect  to  such  rates. 
Sections  405.2130-405.2140  discuss  gen¬ 
eral  requirements  for,  and  description  of, 
all  facilities  fimiishing  ESRD  services. 
Sections  405.2160-405.2163  discuss  spe¬ 
cific  requirements  for  facilities  which 
furnish  ESRD  dialysis  services.  Sections 
405.2170  and  405.2171  discuss  specific  re¬ 
quirements  for  facilities  which  furnish 
ESRD  transplantation  services. 

(c)  The  provisions  of  this  subpart  are 
effective  90  days  following  date  of  pub¬ 
lication.  Notwithstanding  such  effective 
date,  the  provisions  of  the  interim  regu¬ 
lations  in  §§  405.116(g).  405.231(g)  and 
(h) ,  and  the  Appendix  to  Subpart  B  of 
this  part  shaU  continue  in  effect  for  a 
period  not  to  exceed  12  months  following 
such  effective  date,  for  the  limited  pur¬ 
pose  of  assuring  an  orderly  transition 
from  such  Interim  regulations  to  the 
provisions  of  this  subpart  and,  in  par¬ 
ticular,  so  that  facilities  approved  under 
the  ESRD  program  pursuant  to  such 
interim  regulations  which  do  not  also 
qualify  for  continued  approval  imder  the 
terms  of  this  subpart,  may  be  phased  out 
of  the  Medicare  program  in  a  manner 
that  will  minimize  disruption  of  services 
to  ESRD  patients.  However,  (1)  begin¬ 
ning  with  the  effective  date  of  these 
regulations,  no  new  applications  for  ex¬ 
ceptions  under  the  interim  regulations 
(S  405.116(g),  405.231  (g)  and  (h).  and 
the  Appendix  to  Subpart  B  of  this  part) 
will  be  accepted;  and  (2)  beginning  6 
months  after  such  effective  date:  (1)  no 
further  exceptions  will  be  granted  under 
the  interim  regulations  (SS  405.116(g), 
405.231(g)  and  (h),  and  the  Appendix 
to  Subpart  B  of  this  part) ;  and  (11)  de¬ 
terminations  with  respect  to  a  facility’s 
approval  or  nonapproval  for  reimburse¬ 
ment  under  this  subpart  will  supersede 
determinations  made  under  such  Interim 
regulations. 

(d)  A  facility  previously  participating 
under  the  interim  regulations  will  not  be 
approved  under  the  program  established 
by  Subpart  U  until  it  has  demonstrated 
that  it  meets  all  the  applicable  require¬ 
ments  of  this  Subpart,  Including  the  ap¬ 
propriate  minimal  utilization  rate.  It 
may  continue  under  the  Interim  program 
only  for  a  period  not  to  exceed  1  year 
from  the  effective  date  of  these  amend¬ 
ments  (see  S  405.2100(c)  of  this  part). 
During  this  period  it  may  demonstrate 
its  ability  to  meet  the  appropriate  mini¬ 


mal  utilization  rate.  Failure  to  qualify 
under  this  Subpart  will  automatically 
terminate  coverage  of  such  facility’s 
services  imder  the  ESRD  program  at  the 
end  of  such  year. 

§  403.2101  Objectives  of  the  end-stage 
renal  disease  (ESRD)  program. 

The  objectives  of  the  end-stage  renal 
disease  program  are: 

(a)  To  assist  beneficiaries  who  have 
been  diagnosed  as  having  end-stage  renal 
disease  (ESRD)  to  receive  the  care  they 
need: 

(b)  To  encourage  proper  distribution 
and  effective  utilization  of  ESRD  treat¬ 
ment  resources  while  maintaining  or  im¬ 
proving  the  quality  of  care;  and 

(c)  To  provide  tlie  fiexibillty  neces¬ 
sary  for  the  efifleient  delivery  of  appro¬ 
priate  care  by  physicians  and  facilities. 

§  405.2102  Definitions. 

As  used  in  this  subpart,  the  following 
definitions  apply: 

(a)  Agreement.  The  ESRD  facility  has 
an  agreement  whereby  another  facility 
assumes  responsibility  for  furnishing 
certain  services  to  patients  and  for  ob¬ 
taining  reimbursement  for  such  services. 

(b)  Arrangement.  The  ESRD  facility 
arranges  for  another  facility  to  furnish 
certain  services  to  patients  but  assumes 
responsibility  for  such  services  and  for 
obtaining  reimbursement  therefor. 

(c)  Dialysis.  A  pr(x;ess  by  which  dis¬ 
solved  substances  are  removed  from  a  pa¬ 
tient’s  body  by  diffusion  from  one  fluid 
compartment  to  another  across  a  semi- 
permeable  membrane.  The  two  types  of 
dialysis  which  are  currently  in  common 
clinical  practice  are  hemodialysis  and 
peritoneal  dialysis. 

(d)  End-Stage  Renal  Disease  (ESRD) . 
’That  stage  of  renal  impairment  which  is 
virtually  always  irreversible  and  perma¬ 
nent,  and  requires  dialysis  or  kidney 
transplantation  to  ameliorate  uremic 
symptoms  and  maintain  life. 

(e)  ESRD  facility.  A  facility  which  is 
approved  to  furnish  at  jeast  one  specific 
ESRD  service  (see  S  405.2102(f) ).  Such 
facilities  are: 

(1)  Renal  Transplantation  Center.  A 
hospital  unit  which  is  approved  to  fur¬ 
nish  directly  transplantation  and  other 
medical  and  surgical  specialty  services 
required  for  the  care  of  the  ESRD  trans¬ 
plant  patients.  Including  inpatient  di¬ 
alysis  furnish^  directly  or  under  ar¬ 
rangement,  A  Renal  Transplantation 
Center  may  also  be  a  Renal  Dialysis 
Center. 

(2)  Renal  dialysis  center.  A  hospital 
xmit  which  is  approved  to  furnish  the  full 
spectrum  of  diagnostic,  therapeutic  (in¬ 
cluding  inpatient  dialysis  furnished  di¬ 
rectly  or  under  arrangement),  and  re¬ 
habilitative  services,  except  renal  trans¬ 
plantation  required  for  the  care  of  ESRD 
dialysis  patients. 

(3)  Renal  diaysis  facility.  A  unit  which 
is  approved  to  furnish  dialysis  service  (s) 
to  ESRD  patients. 

(f)  ESRD  service.  The  type  of  care  or 
services  furnished  to  an  ESRD  patient. 
Such  types  of  care  are: 
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(1)  Transplantation  service.  A  process 
by  which  (a)  a  kidney  is  excised  from  a 
live  or  cadaveric  donor,  (b)  such  kidney 
is  implanted  in  an  ESRD  patient,  and 
(c)  supportive  care  is  furnished  to  the 
living  donor  and  to  the  recipient  follow¬ 
ing  implantation. 

(2)  Dialysis  service: 

(1)  Chronic  maintenance  dialysis.  Di¬ 
alysis  which  is  regularly  furnished  on  an 
outpatient  basis  to  an  ESRD  patient  (at 
any  level  of  patient  involvement)  in 
either  a  hospital-based  or  nonhospital- 
based  setting; 

(ii)  Inpatient  dialysis.  Dialysis  which, 
because  of  medical  necessity,  is  furnished 
to  an  EISRD  patient  <m  a  temporary'  in¬ 
patient  basis  in  a  hospital;  or 

(iii)  Self-care  dialysis  training.  A  pro¬ 
gram  which  trains  ESRD  patients  or 
their  helpers,  or  both,  to  perform  self- 
care  dialysis. 

(g)  Furnishes  Directly.  The  ESRD 
facility  provides  the  service  through  its 
own  staff  and  employees,  or  through 
Individuals  who  are  under  direct  contract 
to  furnish  such  services  personally  for 
the  facility  (i.e.,  not  through  “agree¬ 
ments"  or  “arrangements”). 

(h)  Furnishes  on  the  Premises.  Ttie 
ESRD  facility  furnishes  services  c«i  its 
main  premises;  or  on  its  other  premises 
that  are:  (1)  contiguous  with  or  in  im¬ 
mediate  proximity  to  the  main  pr«nises; 
and,  (2)  under  the  direction  of  the  same 
professional  staff  and  governing  body  as 
the  main  premises. 

(i)  Histocompatibility  testing.  Labora¬ 

tory  test  procedures  which  determine 
compwitibility  between  a  potential  donor 
organ  and  a  iwtential  organ  transplant 
recipient.  * 

(j)  Medical  Care  Criteria.  Predeter¬ 
mined  elements  against  which  aspects  of 
the  quadity  of  a  medical  service  may  be 
compared.  They  are  developed  by  pro- 
fessicmals  relying  an  professional  ex¬ 
pertise  and  on  the  professional  literature. 

(k)  Medical  Care  Norms.  Numerical  or 
statistical  measures  of  usual  observed 
performance.  Norms  are  derived  frcHn 
aggregate  information  related  to  the 
health  care  provided  to  a  large  number 
of  patients  over  a  period  of  time. 

(l)  Medical  Care  Standards.  Profes¬ 
sionally  developed  expressiems  of  the 
range  of  acceptable  variation  from  a 
norm  or  criterion. 

(m)  Medical  care  evaluation  study 
(.MCE).  Review  of  health  care  services, 
usually  performed  retrospectively,  in 
which  an  indepth  assessment  of  the 
quality  and  'or  utilization  of  such  serv¬ 
ices  is  made. 

(n)  Network,  ESRD.  An  approved  or¬ 
ganized  group  ot  ESRD  facilities  in  a 
designated  geographic  area  which  by 
their  type  and  location,  and  because  of 
local  referral  patterns,  collectively  fur¬ 
nish  the  necessary  care  for  ESRD  pa¬ 
tients  in  the  population  served. 

(o)  Network  Coordinating  Council. 
(Also  referred  to  as  “Council”).  A  group 
of  representatives  of  all  the  ESRD  facili¬ 
ties  in  a  network  which  acts  as  an  ad¬ 
ministrative  governing  body  to  the  net¬ 
work.  as  a  resource  to  community  health 
planners,  and  as  a  liaison  to  the  Federal 
govemmmt. 
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.  (p)  Organ  procurement.  The  pi-ocess 
of  acquiring  donor  kidneys.  (See  item 
(q)  in  this  section.) 

(q)  Organ  procurement  agency.  An  or¬ 
ganization  which  performs,  or  coordi¬ 
nates  the  performance  of,  all  the  fol¬ 
lowing  services; 

(1)  Harvesting  of  donated  kidneys; 

(2)  Preservation  of  donated  kidneys; 

(3)  Transportation  of  donated  kid¬ 
neys;  and 

(4)  Maintenance  of  a  system  to  locate 
prospective  recipients  for  harvested  or¬ 
gans. 

(r)  Personnel  (qualified),  ESRD:  (1) 
Chief  executive  officer  (qualified) .  A  per¬ 
son  who:  (i)  Holds  at  least  a  baccalaure¬ 
ate  degree  or  its  equivalent  and  has  at 
least  1  year  of  experience  in  an  ESRD 
unit;  or 

(ii)  Is  a  qualified  registered  nurse  or 
qualified  physician  director  pursuant  to 
paragraphs  (4)  and  (5)  of  this  item  (r) ; 
or 

(iii)  As  of  the  effective  dat-e  of  these 
regulations,  has  demonstrated  capability 
by  acting  for  at  least  2  years  as  a  chief 
executive  officer  in  a  dialysis  unit  or 
transplantation  program. 

(2)  Dietitian  (qualified).  A  pei-son 
who:  (i)  Is  eligible  for  registration  by 
the  American  Dietetic  Association  under 
its  requirements  in  effect  on  the  publica¬ 
tion  of  these  i-egulations,  and  has  at  least 
1  year  of  experience  in  clinical  nutrition: 
or 

(ii)  Has  a  baccalaureate  or  advanced 
degree  with  major  studies  in  food  and 
nutrition  or  dietetics,  and  has  at  least  1 
year  of  experience  in  clinical  nutrition. 

(3)  Medical  Record  Practitioner 
(Qualified) .  A  person  who: 

(i)  Has  gr^uated  from  a  program 
for  Medical  Record  Administrators  ac¬ 
credited  by  the  Coimcil  on  Medical  Edu¬ 
cation  of  the  American  Medical  Associa- 
titm  and  the  American  Medical  Record 
Association,  and  is  eligible  for  certifica¬ 
tion  as  a  Registered  Record  Administra¬ 
te’  (RRA)  by  the  American  Medical 
Record  Association  imder  its  require¬ 
ments  in  effect  on  the  publication  of 
these  regulations;  or 

(ii)  Has  graduated  from  a  program 
for  Medical  Record  Technicians  at^roved 
Jointly  by  the  Council  on  Medical  Edu¬ 
cation  of  the  American  Medical  Associa¬ 
tion  and  the  American  Medical  Record 
Association,  and  is  eligible  for  certifica¬ 
tion  as  an  Accredited  Record  Technician 
(ART)  by  the  American  Medical  Record 
Association  under  its  requirranents  in  ef¬ 
fect  on  the  publication  of  these  regula¬ 
tions;  or 

(ill)  Has  successfully  completed  and 
received  a  satisfactory  grade  in  the 
American  Medical  Record  Association’s 
Correspondmee  Course  for  Medical  Rec¬ 
ord  Personnel  approved  by  the  Accredit¬ 
ing  Commission  of  the  National  Home 
Study  Council,  and  is  eligible  for  certifi¬ 
cation  as  an  Accredited  Record  Tech¬ 
nician  the  American  Medical  Record 
Association  under  its  requirements  in 
effect  (m  the  publication  of  these 
reflations. 

(4)  Nurse  Responsible  for  Nursing 
Service  (Qualified) .  A  person  who  is  li¬ 
censed  as  a  re^tered  nurse  by  the  State 
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in  which  practicing,  and  (1)  Has  at  least 
12  months  of  experience  in  clinical  nurs¬ 
ing.  and  an  additional  6  months  of  ex¬ 
perience  in  nursing  care  of  the  patient 
with  pennanent  kidney  failure  or  under¬ 
going  kidney  transplantation,  including 
training  in  and  experience  with  the 
dialysis  process;  or 

(ii)  Has  18  months  of  experience  in 
nursing  care  of  the  patient  on  mainte¬ 
nance  dialysLs.  or  in  nursing  care  of  the 
patient  with  a  kidney  transplant,  includ¬ 
ing  training  in  and  experience  with  the 
dialysis  process. 

(iii)  If  the  nurse  resjjonsible  for  nurs¬ 
ing  service  (qualified)  is  in  charge  of 
self-care  dialysis  training,  at  least  3 
months  of  the  total  requir^  ESRD  ex¬ 
perience  is  in  training  patients  in  self- 
care. 

(5)  Physician -Director  (Qualified).  A 
physician  (see  section  1861(r)(l)  of  the 
Act)  who; 

(i)  Is  board  eligible  or  board  certified 
in  internal  medicine  or  pediatrics  by  a 
professional  board,  and  has  had  at  least 
12  months  of  experience  or  training  in 
the  care  of  patients  at  ESRD  facilities:  or 

(ii)  During  the  5-year  period  prior 
to  the  effective  date  of  these  regulations, 
served  for  at  least  12  months  as  director 
of  a  dialysis  or  transplantation  program. 

(iii)  In  those  areas  where  a  qualified 
physician  is  not  available  to  direct  a  par¬ 
ticipating  dialysis  facility,  another  phys¬ 
ician  (see  section  1861  (r)  (1)  of  the  Act) 
may  direct  the  facility,  subject  to  the 
approval  of  the  Secretary. 

(6)  Social  Worker  (Qualified).  A  per¬ 
son  who  is  licensed,  if  applicable,  by  the 
State  in  which  practicing,  and 

(i)  Has  completed  a  course  of  study 
with  specialization  in  clinical  practice  at. 
and  holds  a  masters  degree  from,  a  grad¬ 
uate  school  of  social  work  accredited  by 
the  Council  on  Social  Work  Education; 
or 

(ii)  Has  served  for  at  least  2  years  as 
a  social  worker.  1  year  of  which  was  in 
a  dialysis  unit  or  transplantation  pro¬ 
gram  prior  to  the  effective  date  of  these 
regulatl(ms,  and  has  established  a  con¬ 
sultative  relationship  with  a  social 
woilrer  who  qualifies  under  item  (6)  (i) 
of  this  section. 

(7)  Transplantation  Surgeon  (Quali¬ 
fied)  .  A  person  who: 

(I)  Is  board  eligible  or  board  certified 
in  general  surgery  or  urology  by  a  profes¬ 
sional  board;  and 

(II)  Has  at  least  12  months  training 
or  experience  in  the  performance  of  renal 
transplantation  and  the  care  of  patients 
with  renal  transplants. 

§  405.2110  Dr»ignalion  of  ESRD  nrl* 
work  areas. 

(a)  The  Secretary  designates  ESRD 
network  areas,  each  serving  a  minlmmn 
population  base  of  3.5  million  and  each 
including  at  least  two  renal  transplant 
centers,  and  is  publishing  notice  thereeff 
as  an  appendix  to  tills  subpart.  ITie 
Secretary  may  designate  network  areas 
ot  less  than  3.5  million  p(H>ulation  or  a 
single  renal  transidant  center  when 
necessary  for  the  achievement  of  the 
ESRD  iMt>gram  objectives  (see  9  405  - 
2101). 
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<b)  A  network  area  may  cross  State 
and  HEW  Regional  boimdaries  and,  to 
the  greatest  extent  practicable,  will  be 
coterminous  with  Health  Service  Areas 
and  PSRO  areas.  The  designation  of 
network  areas  does  not  imply  that  the 
design  of  the  areas  will  remain  static. 
Network  areas  may  be  changed  from 
time  to  time  by  publication  of  amend¬ 
ments  to  these  regulations  so  that  the 
designations  are  in  accordance  with  pro¬ 
gram  experience  and  changing  needs. 

(c)  Network  areas  are  designated  for 
the  purpose  of  geographically  describing 
the  location  of  groups  of  ESRD  facilities 
which  share  a  collective  responsibility  to 
provide  access  to  the  various  levels  and 
treatment  modalities  of  ESRD  care.  The 
designation  of  network  areas  does  not  re¬ 
quire  a  patient  to  seek  access  to  care  only 
through  the  facilities  In  the  designated 
network  area  In  which  the  patient  re¬ 
sides,  nor  does  the  designation  of  net¬ 
work  areas  preclude  patient  choice  of 
physicians  or  facilities  or  patient  re¬ 
ferral  by  phsrslcians  to  a  facility  in 
another  designated  network  area. 

§405,2111  Dengnation  of  network  co¬ 
ordinating  councils. 

(a)  With  respect  to  each  designated 
network  area,  the  Secretary  will,  after 
he  determines  that  the  criteria  listed 
below  are  met,  designate  a  network  co¬ 
ordinating  council.  The  criteria  are: 

(1)  Each  certified  ESRD  facility  in 
the  designated  network  area  has  been 
requested  to  furnish  a  netwoiic  coordi¬ 
nating  council  designated  representa¬ 
tive  from  one  of  the  categories  listed  In 
paragrraph  (a)  (3)  of  this  section. 

(2)  At  least  75  percent  of  the  certified 
ESRD  facilities  In  the  network  area  have 
furnished  a  designated  representative  to 
the  network  coordinating  coimcll. 

(3)  If  not  Included  In  such  repre¬ 
sentatives,  the  council  has  appointed  the 
following  members  from  within  the  net¬ 
work: 

(I)  Transplant  surgeon  (see  S  405.2102 
(r)(7)). 

(II)  Intemist-nephrologlst. 

(III)  Pediatrician  (pediatric  nephrol¬ 
ogist  when  available) . 

(Iv)  Chief  executive  officer  of  an 
ESRD  facility  (see  §  405.2102(r)  (D). 

(V)  Qualified  dietitian  (see  §  405.2102 
(r)(2)). 

(vl)  Qualified  niu^e  (see  S  405.2102 
(r) (4)). 

(vU)  Qualified  social  worker  (see 
!  405.2102 (r)  (6)). 

(vlil)  Dialysis  technician. 

(lx)  Three  Informed  consumers. 

(x)  Director  of  a  histocompatibility 
testing  laboratory,  when  available  (see 
S  405.1314(b)  (13)). 

(xl)  Representative  of  an  organ  pro¬ 
curement  agency,  when  available. 

(b)  Initial  functions  of  a  network  co¬ 
ordinating  council.  The  initial  functions 
of  a  network  coordinating  council  in¬ 
clude  at  least  the  following: 

(1)  If  composed  of  more  than  20  per¬ 
sons,  appoints  an  executive  committee 
of  20  or  less  persons  which  carries  out 
the  activities  of  the  council  between 
meetings  of  the  council. 


(2)  Elects  an  executive  committee  in 
each  succeeding  year,  which  is  repre¬ 
sentative  of  the  constituency  of  the  net¬ 
work  and  consists  of  at  least  25  percent 
nonphysicians. 

(3)  Provides  a  plan  for  establishing 
working  relationships  with:  (i)  contig¬ 
uous  ESRD  network  coordinating  coun¬ 
cils;  (ii)  established  Professional  Stand¬ 
ards  Review  Organizations  (PSROs) 
estabhshed  under  Part  B  of  title  XI  of 
the  Social  Security  Act;  and,  (Hi) 
Health  Systems  Agencies  (HSAs)  and 
State  Health  Coordinating  Councils 
(SHCCs)  established  pursuant  to  the 
Public  Health  Service  Act  as  amended 
by  the  National  Health  Planning  Re¬ 
sources  and  Development  Act  of  1974, 
P.L.  93-641,  which  have  designated  areas 
that  are  wholly  or  in  part  included  in 
the  ESRD  network  area. 

(4)  Provides  a  listing  of  the  net¬ 
work’s  component  facilities,  the  name(s) 
of  the  facility  representative(s)  to  the 
council  and  the  disciplines  they  repre¬ 
sent,  the  name(s)  of  council  member (s) 
other  th$ui  those  representing  facilities 
and  the  membership  category  they  rep¬ 
resent,  the  ESRD  services  each  facility 
provides,  and  a  quantitative  estimate  of 
each  facility’s  capacity  to  deliver  each 
service. 

(5)  Provides  signed  agreements  be¬ 
tween  itself  and  each  member  facility 
concerning  the  latter’s  willingness  to 
participate  in  council  activities. 

(6)  Appoints  a  medical  review  board 
fsee  $405.2113). 

(7)  Describes  a  mechanism  for  the  de¬ 
velopment  of  procedures  for  the  review 
of  ESRD  care  (including  a  mechanism 
for  the  development  of  criteria  and 
standards)  imder  which  an  established 
medical  review  board  can  operate. 

(8)  Provides  Information  concerning 
the  current  and  projected  need  for  ESRD 
services  within  the  network  area  to  as¬ 
sist  the  Secretary  in  making  determi¬ 
nations  concerning  the  certlficaticm  of 
ESRD  facilities  within  the  network  area. 

(9)  Develops  network  rules  of  gov¬ 
ernance  Including  but  not  limited  to  the 
frequency  and  type  of  meetings  of  the 
network  coordinating  coimcil,  and  the 
medical  review  board,  the  executive  com¬ 
mittee,  quorum  of  these  meetings,  etc. 

§  405.2112  Designation  of  ESRD  net¬ 
works. 

An  ESRD  network  exists  when  the 
member  facilities  collectively  furnish  the 
full  spectrum  of  ESRD  care  and  a  desig¬ 
nated  network  coordinating  council  has 
begun  to  function.  Within  6  months  fol¬ 
lowing  the  effective  date  of  these  regu¬ 
lations,  the  Secretary  will  determine 
whether  the  requirements  for  designa¬ 
tion  of  an  ESRD  network  are  met. 

(a)  Criteria  for  the  designation  of  an 
ESRD  network: 

(1)  Each  certified  ESRD  facility  in 
the  designated  area  must  be  permitted 
to  Join  the  network. 

(2)  ’The  ESRD  facilities  must  execute 
a  membership  agreement  with  the  net¬ 
work  coordinating  coimcil. 

(3)  Collectively,  the  member  facilities 
must  Include  the  capability  for: 


(i)  Kidney  transplantation. 

(il)  Inpatient  dialysis. 

<  iii)  Chronic  maintenance  dialysis. 

(iv)  Self-care  dialysis  training. 

(v)  Support  services  for  patients  di¬ 
alyzing  themselves  at  home. 

(vi)  Organ  (kidney)  procurement. 

(vli)  Histocompatibility  testing. 

(4)  A  designated  network  coordinat¬ 
ing  council  has  been  formed  and  has 
begun  to  fimction. 

(5)  The  council  has  established  a  med¬ 
ical  review  board  which  has  begim  to 
function  to  assure,  through  the  appli¬ 
cation  of  suitable  procedures  of  health 
care  review,  that  the  services  for  which 
payment  may  be  made  under  the  Social 
Security  Act  conform  to  appropriate 
standards  for  the  provision  of  health 
care. 

(6)  The  council  has  established  proce¬ 
dures  for  utilizing  information  available 
from  the  national  ESRD  medical  infor¬ 
mation  system,  and  has  begun  to  imple¬ 
ment  the  procedures. 

(7)  ’The  council  has  established  work¬ 
ing  relationships  with  each  PSRO  and 
with  each  designated  HSA  and  SHCC  in 
the  network  area  and  with  contiguous 
network  coordinating  cotmcils. 

(b)  Ongoing  functions  of  the  network 
coordinating  council  in  an  approved 
ESRD  network.  ’The  ongoing  fimctlons  of 
the  network  coordinating  council  are 
performed  by  the  council  or  the  coimcil’s 
executive  committee.  ’The  network  co¬ 
ordinating  council  performs  the  follow¬ 
ing  ongoing  functions: 

(1)  Develops  a  written  plan,  updated 
annually,  which  contains  a  statement  of 
the  network  objectives,  a  method  for  at¬ 
taining  the  network  objectives,  and  a  de¬ 
scription  of  the  mechanisms  to  be  used 
for  evaluation  of  progress  toward  meet¬ 
ing  the  network  objectives. 

(2)  Submits  to  the  Secretary  within  2 
months  after  each  calendar  year  an  an¬ 
nual  report  which  contains  the  foUow- 
Ing  information: 

(I)  ’The  ESRD  services  that  each  fa¬ 
cility  in  the  network  provides; 

(II)  An  quantitative  estimate  of  each 
facility’s  capacity  to  deliver  each  serv¬ 
ice; 

(iii)  ’The  anticipated  utilization  rate 
for  each  ESRD  service  in  each  facility 
for  each  year  in  the  subsequrat  3-year 
period; 

(Iv)  A  statement  describing  reasons 
for  the  particlimtlon  of  an  ESRD  facil¬ 
ity  reporting  utilization  rates  which  do 
not  satisfy  the  standard  (s)  for  uncondi¬ 
tional  status  (see  $  405.2130) ;  and 

(V)  An  overview  report  on  the  medical 
review  activities  undertaken  in  the  net¬ 
work  during  the  previous  year. 

(3)  Confers  with  its  component  ESRD 
facilities  to  assist  each  wlto  the  formu¬ 
lation  of  data  for  the  annual  report. 

(4)  Monitors  the  functions  of  the  med¬ 
ical  review  board  and  provides  for  the 
updating  as  needed  of  procedures  for  re¬ 
view,  including  criteria  and  standards. 

(5)  Makes  recommendations  to  mem¬ 
ber  facilities  as  needed  to  achieve  the 
objectives  of  the  network. 

(6)  Continues,  its  working  relation¬ 
ships  with  each  PSRO  designated  in  the 
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network  area  with  respect  to  the  estab¬ 
lishment  of  standards  and  criteria  and 
the  procedures  for  medical  review. 

(7)  Continues  its  working  relation¬ 
ships  with  designated  HSAs  and  SHCCs 
in  the  network  area,  assuring  working 
relationships  with  respect  to  information 
concerning  current  and  projected  needs 
for  ESRD  services  within  the  network 
area. 

(8)  Furnishes  consultation,  as  re¬ 
quested  by  the  Medicare  intennediary 
(ies)  or  the  appropriate  PSRO  where  It 
has  assumed  these  review  functions,  con¬ 
cerning  the  medical  necessity  of  swvices. 

(9)  Provides  information  to  the  Sec¬ 
retary  concerning  current  and  projected 
utilization  of  network  member  facilities. 

(10)  Establishes  mechanisms  to  man¬ 
age  the  administrative  aspects  of  Its  ac¬ 
tivities. 

(11)  Establishes  mechanisms  to  man¬ 
age  the  fiscal  aspects  of  its  activities. 

§  405.2113  Medirxil  review  board. 

(a)  The  medical  review  board  consists 
of  a  maximum  of  seven  members.  The 
members  (with  a  designated  alternate  for 
each)  are  appointed  by  the  network  co¬ 
ordinating  council.  The  medical  review 
board  consists  of  the  following  members ; 

(1)  An  internist  actively  engaged  in 
ESRD  care: 

(2)  A  qualified  transplantation  surgeon 
actively  engaged  in  ESRD  care; 

(3)  A  qualified  nurse  responsible  for 
nursing  service; 

(4)  A  qualified  social  worker; 

(5)  One  to  three  additional  physl- 
clan(s)  actively  engaged  in  ESRD  care. 
In  any  area  where  specialized  care  (e.g., 
pediatric  care)  is  regularly  being  re¬ 
viewed,  one  of  the  additional  physicians 
is  a  specialist  in  that  area  of  care;  and 

(6)  In  addition,  there  are  available  to 
the  medical  review  board  consultants  in 
specialty  areas  as  needed. 

(b)  No  person  serving  on  the  medical 
review  board  has  review  responsibility 
for  a  case  in  which  he  has,  or  had,  any 
professional  involvement. 

(c)  No  person  serving  on  the  medical 
review  board  with  a  financial  interest, 
direct  or  indirect,  as  defined  in  S  1155(a) 
(6)  (B)  of  the  Act,  in  a  facility  that 
furnishes  ESRD  services  may  review  the 
ESRD  sendees  of  that  facility. 

(d)  The" medical  review  board  performs 
the  following  functions:  (1)  Devdeww  a 
mechanism  for  monitoring  the  effective¬ 
ness  of  the  patient  long-term  program 
(§  405.2137(a) )  in  assessing  the  appro¬ 
priateness  of  patients  for  the  proposed 
treatment  procedures; 

(2)  Reviews  and  coordinates  the  eval¬ 
uation  of  comparative  performance  of 
facilities  and  physicians  based  on  ag¬ 
gregate  data  concerning  patterns  of  care 
in  relation  to  both  normative  data  from 
the  medical  information  system  and  cri¬ 
teria  and  standards  developed  by  the  net¬ 
work  for  at  least  the  following  areas  of 
patient  care:  appropriateness  of  patients 
for  the  proposed  treatment  procedures, 
mortality,  and  morbidity.  This  review  in¬ 
cludes  both  physician  and  nonphysician 
performance; 


(3>  In  concurrence  with  the  network 
coordinating  council,  coordinates  the  per¬ 
formance  of  medical  care  evaluation 
studies  within  the  network,  with  each 
ESRD  facility  participating  in  at  least 
one  but  usually  more  than  one  medical 
care  evaluation  study  per  year.  The  medi¬ 
cal  review  board  Eissures  that  the  follow¬ 
ing  tasks  are  performed  for  each  medical 
care  evaluation  study:  selection  and  de¬ 
sign  of  the  study,  setting  criteria  and 
standards,  data  collection  and  display, 
interpretation  and  analysis  of  the  find¬ 
ings,  institution  of  corrective  action,  and 
reperformance  of  any  study  which  indi¬ 
cates  a  problem;  and 

(4)  As  necessary,  performs  or  dele¬ 
gates  the  performance  of  other  indepth 
studies  based  upon  information  emanat¬ 
ing  from  paragraphs  (d)(1)  and  (d)  (2) 
of  this  secticxi,  the  medical  information 
system,  or  a  perceived  need.  This  includes 
the  coordination  and  evaluation  of  indi¬ 
vidual  patient  data  as  necessary  for  at 
least  the  following  areas  of  patient  care: 
appropriateness  of  patients  for  the  pro¬ 
posed  treatment  procedures,  mortality, 
and  morbidity.  ITils  review  includes  b<^ 
physician  and  nonphysician  perform¬ 
ance. 

(e)  On  the  basis  of  its  reviews  under 
paragraph  (d)  of  this  section,  the  medi¬ 
cal  review  board  provides,  to  facilities  in 
the  network  and  to  physicians,  written 
recommendations  for  improvements  in 
the  ESRD  care  of  individual  patients  or 
groups  of  patients  (or  both) .  If  there  are 
facilities  in  the  network,  or  physicians, 
that  continue  to  deliver  care  which  the 
medical  review  board  considers  inappro¬ 
priate  or  of  substandard  quality,  the 
medical  review  board  provides  all  facts 
concerning  this  care  to  the  council  and 
to  the  Secretary. 

(f)  The  medical  review  board,  from 
time  to  time  but  not  less  than  annually, 
submits  to  the  council  and  to  the  Secre¬ 
tary  a  report  on  its  activities,  which  in¬ 
cludes  the  following: 

(1)  The  plan  of  the  board  for  con¬ 
ducting  review  activities  including  the 
process  and  scheduling  of  reviews  and 
studies,  and  the  process  of  information 
exchange  between  the  board,  the  council, 
and  the  facilities  within  the  network; 

(2)  Findings  of  its  reviews  and  stud¬ 
ies;  and 

(3)  Recommendations  with  respect  to 
the  more  effective  accomplishment  of  the 
purposes  and  objectives  of  the  board. 

§  405.2114  Relationship  of  ESRD  net¬ 
works  to  healtli  care  review  organisa¬ 
tions  and  to  health  service  planning 
organizations. 

(a)  The  network  coordinating  council 
develops  written  working  arrangements 
with  Health  Systems  Agencies  and  State 
Health  Coordinating  Cotmcils  whose  des¬ 
ignated  planning  area  is  wholly  or  in  part 
Included  in  the  ESRD  network  area  to 
assure  that  these  organizations  receive 
aiH>ropriate  professional  advice  concern¬ 
ing  the  need  for  ESRD  facilities  and 
s^ylces.  These  written  arrangements  de¬ 
scribe  the  procedure(s)  by  which  the 
council  integrates  its  planning  resp(msl- 


bility  with  tlie  planning  responsibilities 
of  the  Health  Systems  Agencies  and  the 
State  Health  Coordinating  Councils. 
With  regard  to  continued  planning  as¬ 
sistance,  the  network  coordinating  coun¬ 
cil  accepts  planning  responsibility  as 
requested  by  the  Health  Systems  Agen¬ 
cies  and  the  State  Health  Coordinating 
Councils. 

(b)  The  medical  review  board  develops 
written  arrangements  with  PSROs  es¬ 
tablished  under  Part  B  of  title  XI  of  this 
Act  whose  designated  area  is  wholly  or 
in  part  included  in  the  ESRD  network 
area  to  assure  that  these  organizations 
receive  appropriate  professional  advice 
concerning  the  quality  of  medical  serv¬ 
ices  required  by  and  ^ven  to  ESRD  pa¬ 
tients.  These  written  arrangements  de¬ 
scribe  the  procedures  by  which  the  medi¬ 
cal  review  board  will  Integrate  its 
medical  review  responsibility  with  the 
medical  review  responsibility  of  the 
PSROs.  These  arrangements  are  de¬ 
signed  so  as  to  avoid,  to  the  maximum 
extent  possible,  the  duplication  of  activ¬ 
ities,  and  become  effective  only  after  the 
approval  of  the  Secretary.  With  regard 
to  continued  medical  review  assistance, 
the  medical  review  board  will  accept  re¬ 
view  responsibility  as  requested  by  the 
PSROs. 

§405.2120  Minimal  utilization  rutCH: 
general. 

Section  226(g)  of  the  Social  Security 
Act  (42  U.S.C.  426(g))  authorizes  the 
Secretary  to  limit  reimbursement  for 
ESRD  care  to  those  facilities  which  meet 
such  requirements  as  the  Secretary  may 
prescribe,  including  minimal  utilization 
rates  for  covered  procedures.  The  mini¬ 
mal  utilization  rates,  which  are  explained 
and  specified  in  {§405.2121-405.2130, 
pertain  to  dialyses  and  transplantations. 
These  utilization  rates  may  be  changed 
from  time  to  time  in  accordance  with 
program  experience,  and  such  change.s 
will  be  published  as  amendments  to 
these  regulations. 

§  405.2121  Rani^t  fur  (lH«  riiiiiiiii(;  min¬ 
imal  utilizalion  rales. 

In  devel(^lng  minimal  utilization 
rates,  the  Secretary  takes  into  account 
the  performance  of  ESRD  facilities,  the 
availability  of  care,  the  quality  of  care, 
and  the  eflacient  utilization  of  equipment 
and  personnel,  based  on  the  following 
evidence: 

(a)  Information  obtained  from  the 
Network  Coordinating  Council  (see 
{405.2112(b)(2))  and  other  sources 
covering  current  rates  of  utilization  in 
ESRD  facilities: 

(b)  Information  on  the  geogiaphlc 
distribution  of  ESRD  patients  and  facili¬ 
ties; 

(c)  Information  on  quality  of  care; 
Sind 

(d)  Information  on  operational  and 
management  efficiency. 

§  405.2122  Types  and  duration  of  classi¬ 
fication  acc4>rdlng  to  utilization  rates. 

An  ESRD  facility  which  meets  all  the 
other  conditions  fo  rcoverage  of  ESRD 
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services  will  be  classified  according  to  its 
utilization  rate(s)  as  follows:  uncondi¬ 
tional  status,  conditional  status,  excep¬ 
tion  status,  or  not  eligible  for  reimburse¬ 
ment  for  that  ESRD  service.  Such  classi¬ 
fication  will  be  based  on  previously  re¬ 
ported  utilization  data  (see  §  405.2124) 
and  will  be  effective  until  notification  of 
subsequent  classification  occurs. 

(a)  Unconditional  status:  Uncondi¬ 
tional  status  will  be  granted  to  those 
ESRD  facilities  whose  utilization  rate  (as 
calculated  in  S  405.2124)  meets  the  rates 
for  unconditional  status.  Such  classifica¬ 
tion  will  continue  until  subsequently  cal¬ 
culated  statistics  or  amended  minimal 
utilization  require  a  change. 

(b)  Conditional  status:  Conditional 
status  will  be  granted : 

(I)  TO  an  ESRD  facility  whose  utiliza¬ 
tion  rate  meets  the  minimal  rate  for  con¬ 
ditional  status  in  8  405.2130;  and 

(II)  To  an  ESRD  facility  which  has 
not  previously  participated  in  the  ESRD 
program  provided  that  the  ESRD  facility 
submits  a  written  plan  which  details  how 
it  will  achieve  conditional  utilization 
rates  by  the  concluskm  of  the  first  calen¬ 
dar  year  of  Its  operation  under  the  pro¬ 
gram  and  unconditional  utilization  rates 
during  the  third  calendar  year  of  opera¬ 
tion  imder  the  program.  Such  an  ESRD 
facility  will  be  subject  to  evaluation  of 
its  classification  after  the  close  of  Its 
first  calendar  year  to  ascertain  whether 
the  written  plan  is  beihg  properly 
Implemented. 

(e)  Ebcception  status:  A  renal  dialysis 
center  or  a  renal  dialysis  facility  meet¬ 
ing  neither  the  unconditional  nor  condi¬ 
tional  minimal  utilization  rate  classifica¬ 
tion  but  meeting  all  other  conditions  for 
coverage  imder  this  subpart  may  be  ap¬ 
proved  for  a  time  limited  exception  status 
.  by  the  Secretary  providing  the  facility  is 
'  located  in  an  area  lacking  a  sufficient 
population  base  of  support  in  addition  to 
insufficient  numbers  of  patients  to  meet 
the  rate  and  the  facility’s  absence  would 
adversely  affect  the  achievement  of 
ESRD  program  objectives. 

S  405.2123  Reporting  of  utilisation  rated 
for  initial  classification. 

(a)  Within  3  months  after  the  effective 
date  of  this  subpart,  each  facility  fur¬ 
nishing  ESRD  services  under  the  Interim 
ESRD  regulations  or  a  new  applicant 
facility  will  submit  to  the  Secretary  a 
report  on  its  utilization  rates  which  will 
Include  the  following: 

(1)  Each  hospital  furnishing  renal 
transplantation  service  will  report  both 
the  number  of  transplants  performed 
during  the  most  recent  year  of  operation 
and  the  niunber  performed  during  each 
of  the  preceding  2  calendar  years. 

(2)  Each  hospital  or  nonhospital  fa¬ 
cility  furnishing  dialysis  service  will  re¬ 
port  the  number  of  dialysis  stations  it 
had  operating  and  the  total  number  of 
dialyses  performed  dining  both  the  most 
recent  year  of  operation  and  each  of  the 
preceding  2  calendar  years. 

<b)  For  the  purposes  of  this  report,  all 
dialyses  performed  (both  Inpatient  and 
outpatient)  and  all  dialysis  stations  In 
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operation  during  the  reporting  period 
will  be  included.  Self-care  dialysis  train¬ 
ing  stations  which  were  utilized  to  suc¬ 
cessfully  train  at  least  six  self  dialysis 
patients  per  station  per  calendar  year 
will  be  reported  but  may  be  excluded 
from  the  calculation  of  utilization  rates. 
The  dialyses  performed  on  any  such 
self-care  dialysis  training  stations  will 
also  be  excluded  in  the  calculation  of 
facility  utilization  rates. 

§  405.2124  Calculation  of  utilization 
rates  for  comparison  with  minimal 
utilization  rate(H)  and  notification  of 
status. 

For  purposes  of  cla.ssification  the  Sec¬ 
retary  will  use  either  the  utilization  rate 
for  the  preceding  12  months  or  the  aver¬ 
age  utilization  rate  of  the  preceding  2 
calendar  years,  whichever  is  higher.  The 
Secretary  will  inform  each  ESRD  facility 
and  the  network  coordinating  council  of 
the  network  area  in  which  the  ESRD 
facility  is  located  of  the  results  of  this 
classification. 

§  405.2130  Condilnm :  Minimal  utiliza- 
tkm  rates. 

The  ESRD  facility  meets  the  applicable 
minimal  utilization  rate(s)  indicated 
below  for  unconditional  or  conditional 
status,  unless  granted  exception  status 
in  accordance  with  8  405.2122(c) : 

(a)  Standard:  Renal  Transplantation 
Center. 

(1)  Unconditional  status:  15  or  more 
transplants  performed  annually. 

(2)  Conditional  status:  7  to  14  trans¬ 
plants  performed  annually. 

(b)  Standard:  Dialysis  facilities  or 
centers  performing  greater  than  28  per¬ 
cent  of  their  dialyses  on  outpatients. 

(1)  For  any  facility  located  within  a 
standard  metropolitan  statistical  area  of 
500,000  population  or  greater: 

(1)  Unconditional  status — 6  or  more 
dialysis  stations  with  performance  of 
an  average  of  4.5  or  more  dialyses  per 
station  per  week; 

(ii)  Conditional  status — 6  or  more 
dialysis  stations  with  performance  of  an 
average  of  between  4.0  and  4.5  dialyses 
per  station  per  week;  or  4  or  5  dialysis 
stations  with  performance  of  an  average 
of  4.5  or  more  dialyses  per  station  per 
week. 

(2)  For  any  facility  located  In  a 
standard  metropolitan  statistical  area  of 
less  than  500,000  population,  or  in  an 
area  not  Included  in  a  standard  metro¬ 
politan  statistical  area; 

(1)  Unconditional  status — 3  or  more 
dialysis  stations  with  performance  of 
an  average  of  4.0  or  more  dialyses  per 
station  per  we^ ; 

(il)  Conditional  status — 2  dialysis 
stations  with  performance  of  an  average 
of  4.0  or  more  dialyses  per  station  per 
week. 

(c)  Standard:  Renal  dialysis  centers 
performing  20  percent  or  less  of  their 
dialyses  on  outpatients:  (1)  Uncondi¬ 
tional  status — 3  or  more  dialysis  stations 
with  performance  of  an  average  of  4.0 
or  more  dialyses  per  station  per  week; 

(2)  Conditional  status — 2  dialysis  sta- 
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tlons  with  performance  of  an  average  of 
4.0  or  more  dialyses  per  station  per  week. 

§  405.2131  Condition;  l*rovid<‘r 

renal  Iranoplantation  eenlrr  or  renui 
dialysis  renter. 

A  renal  transplantation  center  or  a 
renal  dialysis  center  (8  405.2102(e)  (1) 
or  (2))  operated  by  a  hospital  may 
qualify  for  approval  and  be  reimbursed 
under  the  ESRD  program  only  if  the 
ho.spital  is  otherwise  an  approved  pro¬ 
vider  in  the  Medicare  program. 

§  405.2132  Cktndition:  fulfillment  of 
Herviro  needs  in  network. 

The  ESRD  facility,  or  an  expansion  of 
the  renal  dialysis  center  or  facility’s 
capacity,  is  needed  to  Increase  the  avail¬ 
able  ESRD  services  which  would  other¬ 
wise  be  inadequate  for  the  network  area. 
The  facility  furnishes  evidence  in  sup¬ 
port  of  its  request  for  approval  showing 
that; 

(a)  n.  ?re  are  ESRD  patients  in  the 
network  area  for  whom  the  proposed 
services  of  the  facility  are  needed; 

(b)  These  patients  cannot  be  expected 
to  receive  appropriate  therapy  from 
another  ESRD  treatment  facility  in  the 
network  area;  and 

(c)  The  facility  Is  qualified  to  furnish 
the  proposed  services. 

§  405.2133  Condition;  furniHhing  data 
and  information  for  E.SRD  proKrum 
administration. 

The  ESRD  facility,  laboratory  per¬ 
forming  histocompatibility  testing,  and 
organ  procurement  agency  furnishes 
data  and  information  In  the  manner  and 
at  the  intervals  specified  by  the  Secre¬ 
tary,  pertaining  to  its  ESRD  patient  care 
activities  and  costs,  for  inclusion  in  a 
national  ESRD  medical  information  sys¬ 
tem  and  in  compilations  relevant  to  pro¬ 
gram  administration.  Including  claims 
processing  and  reimbursement.  Such  in¬ 
formation  is  treated  as  confidential  when 
It  pertains  to  individual  patients  and  is 
not  disclosed  except  as  authorized  by  De¬ 
partment  regulations  on  confidentiality 
and  disclosure  (see  45  CJFR  Part  5,  5b, 
and  20  CFR  Parts  401  and  422  (Subpart 
E)). 

§405.2134  Condition:  MemberNhip  in 
a  network. 

Six  months  after  the  effective  date  of 
this  subpart,  the  ESRD  facility  must 
have  executed  a  membership  agreement 
with  an  approved  network  and  must  be 
providing  acceptable  representation  to 
the  Network  Council. 

(a)  Standard:  membership  agreement. 
The  membership  agreement  is  signed  by 
an  authorized  individual  on  behalf  of  the 
facility,  providing  for  the  facility’s  par- 
ticlpaUon  In  Council  activities  and  medi¬ 
cal  care  evaluation  studies  (see  8  406.2113 

(d)(3)). 

(b)  Standard:  representation.  The  fa¬ 
culty  appoints  at  least  one  representa¬ 
tive  to  the  Council  and  more  than  one 
representative,  when  necessary,  (8  405.- 
.2111),  for  proper  administration  of 
the  Network’s  general  program 
functions. 
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§  103.2135  Condition:  cxMnplianoe  with 
Federal,  State  and  local  laws  and  res> 
ulutions. 

The  ESRD  facility  Is  In  compliance 
with  applicable  P^eral,  State  and  local 
law’s,  and  regulations. 

(a)  Standard:  licensure.  Where  State 
or  applicable  local  law  provides  for  the 
licensing  of  ESRD  facilities,  the  facility 

•  is: 

(1)  Licensed  pursuant  to  such  law;  or 

(2)  Approved  by  the  agency  of  such 
State  or  locality  responsible  for  such  li¬ 
censing  as  meeting  the  standards  estab¬ 
lished  for  such  licensing. 

(b)  Standard:  licensure  or  registration 
of  personnel.  Each  staff  member  is  cur¬ 
rently  licensed  or  registered  in  accord¬ 
ance  writh  applicable  law. 

(c)  Standard:  conformity  with  other 
laws.  The  facility  is  in  conformity  with 
applicable  laws  and  regulations  pertain- 
i^  to  fire  safety,  equipment,  and  other 
relevant  health  and  safety  requirements. 

§  405.2136  Condition:  govern!^  body 
and  management. 

The  ESRD  facility  is  imder  the  con¬ 
trol  of  an  identifiable  governing  body,  or 
designated  person  (s)  so  functicmtng, 
writh  full  legal  authority  and  responsibil¬ 
ity  for  the  governance  and  operation  of 
the  facility.  The  governing  body  adopts 
and  enforces  rules  and  regulations  rela¬ 
tive  to  its  own  governance  and  to  the 
health  care  and  safety  of  patients,  to  the 
protection  of  the  p>atients’  personal  and 
proporty  rights,  and  to  the  general  oper¬ 
ation  of  the  facility.  The  governing  body 
receives  and  acts  upon  recommendations 
and  cc»nmunlcations  from  the  Medical 
Review  Board  and  the  Network  Coordi¬ 
nating  CounciL  The  governing  body  ap¬ 
points  a  chief  executive  officer  who  is  re- 
spxmsible  for  the  overall  management  of 
the  facility. 

(a)  Standard:  disclosure  of  ownership. 
The  ESRD  facility  supplies  full  and 
complete  Information  to  the  State  sur¬ 
vey  agency  (9  405.1902(a))  as  to  the 
identity  of:  (1)  each  porson  who  has  any 
direct  or  indirect  ownership  interest  of 
10  por  centiun  or  more  in  the  facility,  or 
who  is  the  owner  (in  whole  or  in  port)  of 
any  mortgage,  deed  of  trust,  note,  or 
other  obligation  secured  (in  whole  or  in 
part)  by  the  facility  or  any  of  the  prop¬ 
erty  or  assets  of  the  facility;  (2)  each 
officer  and  director  of  the  corporation,  if 
the  facility  is  organized  as  a  corporation; 
and  (3)  each  partner,  if  the  facility  is 
organized  as  a  partnership;  and  promptly 
reports  to  the  State  survey  agency  any 
changes  which  would  affect  the  current 
accuracy  of  the  information  so  required 
to  be  supplied. 

(b)  Standard:  operational  objectives. 
The  oporational  objectives  of  the  ESRD 
facility,  including  the  services  that  it 
provides,  are  established  by  the  govern¬ 
ing  body  and  delineated  in  writing. 

The  governing  body  ad<ots  effective 
administrative  rules  and  regulaticms 
that  are  designed  to  safeguard  the  health 
and  safety  of  pjatients  and  to  govern  the 
general  oporations  of  the  facility.  In  ac¬ 
cordance  with  legal  requirements.  Su<di 


rules  and  regulations  are  in  writing  and 
dated.  The  governing  body  ensures  that 
they  are  oporational.  and  that  they  are 
reviewed  at  least  annually  and  revised 
as  necessary. 

(1)  The  ohjectives  of  the  facility  are 
formulated  in  writing  and  clearly  stated 
in  documents  appropriate  for  distribu¬ 
tion  to  patients,  facility  porsonnel,  and 
the  public. 

(2)  A  description  of  the  services  pro¬ 
vided  by  the  facility,  together  with  a  cat¬ 
egorical  listing  of  ^e  typos  of  diagnostic 
and  therapoutic  procedures  that  may  be 
porformed,  is  readily  available  upon  re¬ 
quest  to  all  concerned. 

(3)  Admission  criteria  are  adopted  by 
the  facility  and  are  readily  available  to 
ensure  equitable  access  to  such  service. 

(4)  The  oporational  objectives  and  ad¬ 
ministrative  rules  and  relations  of  the 
facility  are  reviewed  at  least  annually 
and  revised  as  necessary  by  the  adminis¬ 
trative  staff,  medical  director,  and  other 
appropriate  personnel  of  the  facility,  and 
are  adopted  when  approved  by  the  gov¬ 
erning  body. 

(5)  There  is  a.  written  requirement 
that  the  governing  body  receive  all  rec¬ 
ommendations  and  communications  from 
the  Medical  Review  Board  and  the  Net¬ 
work  Coordinating  Council  and  appro¬ 
priately  act  on  such  recommendations 
and  communications. 

(c)  Standard:  chief  executive  officer. 
The  governing  body  app>oints  a  qualified 
chief  executive  officer  who,  as  the  ESRD 
facility’s  administrator:  is  responsible 
for  the  overall  management  of  the  fa¬ 
cility;  enforces  the  rules  and  regulations 
relative  to  the  level  of  health  care  and 
safety  of  patients,  and  to  the  protection 
of  their  poTsonal  and  property  rights; 
and  plans,  organizes,  and  directs  those 
responsibilities  delegated  to  him  by  the 
governing  body.  Through  meetings  and 
periodic  reports,  the  chief  executive  offi¬ 
cer  maintains  on-going  liaison  among 
the  governing  body,  medical  and  nursing 
porsonnel.  and  other  professional  and 
suporvlsory  staff  of  the  facility,  and  sots 
upon  recommendations  made  by  the 
medicsd  staff,  the  governing  body,  smd 
the  Medical  Review  Bosu’d.  In  the  sh- 
sence  of  the  chief  executive  officer,  a 
qualified  person  is  authorized  in  writing 
to  act  on  the  officer’s  behalf. 

(1)  The  governing  body  delineates  in 
writing  the  responsibilities  of  the  chief 
executive  officer,  and  ensures  that  he/she 
is  sufficiently  free  from  other  duties  to 
provide  effective  direction  and  manage¬ 
ment  of  the  oporations  and  fiscsd  affsdrs 
of  the  facility. 

(2)  The  chief  executive  officer  serves 
on  a  full-time  or  port-time  basis,  in  ac~ 
cordance  with  the  scopo  of  the  facility’s 
oporations  and  stdmlnistrative  needs,  and 
devotes  s\ifficient  time  to  the  conduct  of 
such  responsibilities. 

(3)  The  responsibilities  of  the  chief 
executive  officer  include  but  are  not  lim¬ 
ited  to: 

(1)  Implementing  the  policies  of  the 
facility  and  co<»'dlnating  the  provision 
oi  services,  in  accordance  with  delega¬ 
tions  by  the  governing  body. 


(ii>  Organizing  and  coordinating  the 
administrative  fimctions  of  the  facility, 
redelegating  duties  as  authorized,  and  es¬ 
tablishing  formal  means  of  accoimtability 
for  those  involved  in  patient  care. 

(iii)  Authorizing  expondltures  in  ac¬ 
cordance  with  establi^ed  policies  and 
procedures. 

(iv)  Familiarizing  the  staff  writh  the 
facility’s  policies,  rules,  and  regulations, 
and  with  applicable  Federal,  State,  and 
local  laws  and  regulations. 

(V)  Maintaining  and  submitting  such 
records  and  reports,  including  a  chrono¬ 
logical  record  of  services  provided  to  pa¬ 
tients,  as  may  be  required  by  the  facility’s 
internal  committees  and  governing  body, 
the  Medical  Review  Board  (§405.2113), 
or  as  required  by  the  Secretary. 

(vi)  Participating  in  the  development, 
negotiation,  and  implementation  of 
agreements  or  contracts  into  which  the 
facility  may  enter,  including  network 
agreements,  (9  405.2134),  subject  to  ap¬ 
proval  by  the  governing  body  of  such 
agreements  or  contracts. 

(vii)  Participating  in  the  development 
of  the  organizational  plan  and  ensuring 
the  development  and  implementation  of 
an  accoimtlng  and  reix>rting  system,  in¬ 
cluding  annual  development  of  a  de¬ 
tailed  budgetary  program,  maintenance 
of  fiscal  records,  and  quarterly  submis¬ 
sion  to  the  governing  body  of  repx>rts 
of  exp>enses  and  revenues  generated 
through  the  facility’s  op>eration. 

(viii)  Ensuring  that  the  facility  em¬ 
ploys  the  niunber  of  qualified  personnel 
needed;  that  all  employees  have  appro¬ 
priate  orientation  to  the  facility  and 
their  work  resp>onsibilities  upx)n  employ¬ 
ment;  and  that  they  have  an  opportunity 
for  continuing  education  and  related  de¬ 
velopment  activities. 

(d)  Standard:  personnel  policies  and 
procedures.  The  governing  body,  through 
the  chief  executive  officer  of  the  ESRD 
facility,  is  responsible  for  maintaining 
and  implementing  wrritten  porsonnel 
policies  and  procedures  that  supjport 
sound  patient  care  and  promote  good 
porsonnel  practices.  These  policies  and 
procedures  ensme  that: 

(1)  All  members  of  the  facility’s  staff 
are  qualified  to  porform  the  duties  and 
responsibilities  assigned  to  them  and 
meet  such  Federal,  State,  and  local  pro¬ 
fessional  requirements  as  may  apply. 

(2)  A  safe  and  sanitary  environment 
for  patients  and  porsonnel  exists,  and 
reports  of  incidents  and  accidents  to 
patients  and  porsonnel  are  reviewed  to 
Identify  health  and  safety  hazards. 
Health  supervision  of  personnel  is  pro¬ 
vided,  and  they  are  referred  for  poriodic 
health  examinations  and  treatments  as 
necessary  or  as  required  by  Federal, 
State,  and  local  laws.  Procedures  are 
established  for  routine  testing  to  ensiu’e 
detection  of  hepotltis  and  other  infec¬ 
tious  diseases. 

(3)  If  the  services  of  trainees  are  uti¬ 
lized  in  providing  ESRD  services,  such 
trainees  are  imder  the  direct  suporvisliMi 
of  qualified  professional  porsonneL 
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(4)  Complete  personnel  records  are 
maintained  on  all  personnel.  These  in¬ 
clude  health  status  reports,  resumes  of 
training  and  experience,  and  current  job 
descriptions  that  reflect  the  employees’ 
responsibilities  and  work  assignments. 

(5)  Personnel  policies  are  written  and 
made  available  to  all  per.sonnel  in  the 
facility.  The  policies  provide  for  an  effec¬ 
tive  mechanism  to  handle  personnel 
grievances. 

(6)  All  personnel  of  the  facility  par¬ 
ticipate  in  educational  programs  on  a 
regular  basis.  These  programs  cover  ini¬ 
tial  orientation,  and  continuing  inservice 
training,  including  procedures  for  infec¬ 
tion  control.  Records  are  maintained 
showing  the  content  of  training  sessions 
and  the  attendance  at  such  sessions. 

(7)  Personnel  manuals  are  main¬ 
tained,  periodically  updated,  and  made 
available  to  all  personnel  involved  in 
I}atlent  care. 

(e)  Standard:  use  of  outside  resources. 
If  the  ESRD  facility  makes  arranger 
ments  for  the  provision  of  a  specific  serv¬ 
ice  as  authorized  in  this  subpart,  the  re¬ 
sponsibilities,  functions,  objectives,  and 
the  terms  of  each  arrangement,  includ¬ 
ing  financial  provisions  and  charges,  are 
delineated  in  a  document  signed  by  an 
authorized  representative  of  the  facility 
and  tile  person  or  agency  providing  the 
service.  The  chief  executive  oflBcer  when 
utilizing  outside  resource,  as  a  consult¬ 
ant,  assures  that  he  is  apprised  of  recom¬ 
mendations,  plans  for  implementation, 
and  continuing  assessment  through 
dated,  signed  reports,  which  are  retained 
by  the  chief  executive  officer  for  follow¬ 
up  action  and  evaluation  of  perform¬ 
ance. 

<f)  Standard:  patient  care  policies. 
The  ESRD  facility  has  written  policies, 
approved  by  the  governing  body,  con¬ 
cerning  the  provision  of  dialysis  and 
other  ESRD  services  to  patients.  The 
governing  body  reviews  implementation 
of  policies  periodically  to  ensure  that  the 
Intent  of  the  policies  is  carried  out.  These 
policies  are  developed  by  the  physician 
responsible  for  supervising  and  directing 
the  provision  of  ESRD  services,  or  the 
facility’s  organized  medical  staff  (if  there 
is  one) ,  with  the  advice  of  (and  with  pro¬ 
vision  for  review  of  such  policies  from 
time  to  time,  but  at  least  annually,  by) 
a  group  of  professional  personnel  asso¬ 
ciated  with  the  facility,  including,  but 
not  Ihnited  to,  one  or  more  physicians 
and  one  or  more  registered  nurses  expe¬ 
rienced  in  rendering  ESRD  care. 

(1)  The  patient  care  policies  cover  the 
foSowing: 

(I)  Scope  of  services  provided  by  the 
facility  (either  directly  or  under  arrange¬ 
ment). 

(II)  Admission  and  discharge  policies 
(in  relation  to  both  in-facility  care  and 
self-care  or  home  care) . 

(lii)  Medical  supervision  and  physician 
services. 

(Iv)  Patient  long  term  programs,  pa¬ 
tient  care  plans  and  methods  of  imple¬ 
mentation. 

(V)  Care  of  patients  in  medical  and 
other  emergencies. 

(vl)  Pharmaceutical  services. 


(vii)  Medical  records  (including  those 
maintained  in  the  ESRD  facility  and  in 
the  patients’  homes,  to  ensure  continuity 
of  care). 

(vili)  Administrative  records. 

(ix)  Use  and  maintenance  of  the  physi¬ 
cal  plant  and  equipment. 

(x)  Consultant  qualifications,  func¬ 
tions,  and  responsibilities. 

(xi)  Surveillance  of  home  adaptation 
if  the  facility  has  responsibility  for  home 
dialysis  patients. 

(2)  The  physician-director  of  the  facil¬ 
ity  is  designated  in  writing  to  be  respon¬ 
sible  for  the  execution  of  patient  care 
policies.  If  the  re.sponsibility  for  day-to- 
day  execution  of  patient  care  policies  has 
been  delegated  by  a  physician  director  to 
a  registered  nurse,  the  physician -director 
provides  medical  guidance  to  tlie  nurse 
in  such  matters. 

(3)  The  facility  policy  provides  that, 
whenever  feasible,  hours  for  dialysis  are 
scheduled  for  patient  convenience  and 
that  arrangements  are  made  to  accom¬ 
modate  employed  patients  who  wish  to 
be  dialyzed  during  their  non-working 
hours. 

(4)  The  governing  body  adopts  policies 
to  ensure  there  is  evaluation  of  the 
progress  each  patient  is  making  toward 
the  goals  stated  in  the  patient’s  long 
term  program  and  patient’s  care  plan 
(see  §  405.2137(a) ) .  Such  evaluations  are 
carried  out  through  regularly  scheduled 
conferences,  with  participation  by  the 
staff  involved  in  the  patient’s  care. 

(g)  Standard:  medical  supervision  and 
emergency  coverage.  The  governing  body 
(rf  the  ESRD  dialysis  and, /or  transplant 
facility  ensures  that  the  health  care  of 
every  patient  is  under  the  continuing 
supervision  of  a  physician  and  that  a 
physician  is  available  in  emergency 
situations. 

(1)  ’The  physician  responsible  lor  the 
patient’s  medical  supervision  evaluates 
the  patient’s  immediate  and  long-term 
needs  and  on  this  basis  prescribes  a 
planned  regimen  of  care  which  covers 
indicated  dialysis  and  oUier  ESRD  treat¬ 
ments,  services,  medications,  diet,  spe¬ 
cial  procedures  recommended  for  the 
health  and  safety  of  the  patient,  and 
plans  for  continuing  care  and  discharge. 
Such  plans  are  made  with  input  from 
other  professional  personnel  involved  in 
the  care  of  the  patient. 

(2)  The  governing  body  ensures  that 
there  is  always  available  medical  care  for 
emergencies,  24  hours  a  day,  7  days  a 
week.  There  is  posted  at  the  nursing/ 
monitoring  station  a  roster  with  the 
names  of  the  physicians  to  be  called, 
when  they  are  available  for  emergencies, 
and  how  they  can  be  reached. 

(h)  Standard:  medical  staff.  The  gov¬ 
erning  body  of  the  ESRD  facility  desig¬ 
nates  a  qualified  physician  (see  S  405.- 
2102(r)  (5)  as  director  of  the  ESRD  serv¬ 
ices;  the  appointment  is  made  upon  the 
recommen^tion  of  the  facility’s  orga¬ 
nized  medical  staff,  if  there  is  cme.  The 
governing  body  establishes  written  poli¬ 
cies  regarding  the  developma>t,  negotia¬ 
tion,  consummation,  evaluation,  and 
termination  of  appointments  to  Ihe  med¬ 
ical  staff. 


§  Condition:  patient  long-term 

program  and  patient  care  plan. 

Each  facility  maintains  for  each 
patient  a  written  long-term  program  and 
a  written  patient  care  pkm  to  ensure 
that  each  patient  receives  the  appro¬ 
priate  modality  of  care  and  the  ap¬ 
propriate  care  within  that  modality.  The 
patient,  or  where  appropriate,  parent  or 
legal  guardian  is  involved  with  the  health 
team  in  the  planning  of  care.  A  copy  of 
the  current  program  and  plan  accom¬ 
pany  the  patient  on  interfacility 
transfer. 

(a)  Standard:  patient  long-term  pro¬ 
gram.  There  is  a  written  long-term  pro¬ 
gram  representing  the  selection  of  a 
suitable  treatment  modality  Ci.e.,  dialysis 
or  tramplantation)  and  dialysis  setting 
(e.g.,  home,  self  care)  for  each  patient. 

(1)  The  program  is  developed  by'  a 
professional  team  which  includes  but  is 
not  limited  to  the  physician  director  of 
the  dialysis  facility  or  center  where  the 
patient  is  currently  being  treated,  a 
physician  director  of  a  ce'nter  or  facility 
which  offers  self-care  dialysis  training  (if 
not  available  at  the  location  where  the 
patient  is  being  treated),  a  transplant 
surgeon,  a  qualified  nurse  responsible  for 
nursing  services,  a  qualified  dietitian  and 
a  qualified  social  worker. 

(2)  The  program  is  formally  reviewed 
and  revised  in  writing  as  necessary  by  a 
team  which  includes  but  is  not  limited 
to  the  physician  director  of  the  dialysis 
facility  or  center  where  the  patient  is 
presently  being  treated,  in  addition  to 
the  other  personnel  listed  in  paragraph 
(a)  (1)  of  this  section  at  least  every  12 
months  or  more  often  as  indicated  by  the 
patient’s  response  to  treatment  (see 
8  405.2161(b)(1)  and  §  406.2170(a)). 

(3)  The  patient,  parent,  or  legal 
guardian,  as  appropriate,  is  Involved  in 
the  development  of  the  patient’s  long¬ 
term  program,  and  due  consideration  is 
given  to  his  preferraices. 

(4)  A  copy  of  the  patient’s  long-term 
program  accompanies  the  patient  on 
interfacility  transfer  or  is  sent  within 
1  working  day, 

(b)  Standard:  patient  care  plan. 
There  is  a  written  patient  care  plan  for 
each  patient  of  an  ESRD  facility  based 
upon  the  nature  of  the  patient’s  Illness, 
the  treatment  prescribed,  and  an  assess¬ 
ment  of  the  patient’s  ne^. 

(1)  The  patient  care  plan  Is  person¬ 
alized  for  the  individual,  reflects  the 
psychological,  social,  and  functional 
ne^  of  the  patient,  and  indlca^  the 
ESRD  and  other  care  required  as  well  as 
the  individualized  modifications  in  ap¬ 
proach  necessary  to  achieve  the  long¬ 
term  and  short-term  goals. 

(2)  The  plan  is  developed  by  a  pro¬ 
fessional  team  consisting  of  at  least  the 
physician  responsible  for  the  patient’s 
El^D  care,  a  qtialified  nurse  responsible 
for  nursing  services,  a  qualified  social 
worker,  and  a  qualified  dietitian. 

(3)  TTie  patient,  parent,  or  legal 
gtiardlan,  as  appropriate,  is  Involved  in 
the  development  of  the  care  plan,  and 
due  consideration  is  given  to  his  prefer¬ 
ences. 
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(4)  Although  care  Is  evaluated  and 
updated  continuously,  the  care  plan  Is 
reviewed  by  the  team  at  least  monthly 
and  revised  as  necessary  to  ensure  that 
it  provides  for  the  ongoing  needs  of  the 
patient.  A  coordinator  from  the  team  is 
appointed  by  the  physician.  The  co¬ 
ordinator  ensures  that  conferences  are 
convened  to  review  the  patient  care  plan, 
and  that  changes  are  recorded  and  iM-og- 
ress  notes  incorporated  into  Uie  pa¬ 
tient's  record. 

(5)  The  patient  care  plan  accom¬ 
panies  the  patient  upon  interfacility 
transfer  or  is  sent  within  1  working  day. 

§  403.2138  Condition:  patients*  riglits 
and  responsibilities. 

The  governing  body  of  the  ESRD  fa¬ 
cility  adopts  written  policies  regarding 
the  rights  and  responsibilities  of  patients 
and,  through  the  chief  executive  ofiBcer, 
is  resix>nsible  for  development  of,  and 
adherence  to,  procedures  implementing 
such  policies,  "niese  policies  and  proce¬ 
dures  are  made  available  to  patients  and 
any  guardians,  next  of  kin,  sponsoring 
agency  (ies),  representative  payees  (se¬ 
lected  pursuant  to  section  205  (J)  of  the 
Social  Security  Act  and  Subpart  Q  of 
Part  404  of  this  Chapter),  and  to  the 
public.  The  staff  of  the  facility  is  trained 
and  involved  in  the  execution  of  such 
policies  and  procedures.  The  patients’ 
rights  policies  and  procedures  ensure  at 
least  the  following: 

(a)  Standard:  informed  patients.  All 
patients  In  the  facility: 

(1)  Are  fully  informed  of  these  rights 
and  responsibilities,  and  of  all  rules  and 
regulations  governing  patient  conduct 
and  responsibilities, 

(2)  Are  fully  informed  of  services 
available  in  the  facility  and  of  related 
charges  including  any  charges  for  serv¬ 
ices  not  covered  imder  title  XVULl  of  the 
Social  Security  Act; 

(3)  Are  fully  informed  by  a  physician 
of  their  medical  conditi(xi  unless  medi¬ 
cally  ccmtralndicated  (as  dociunented  in 
their  medical  records). 

(b)  Standard:  participation  in  plan¬ 
ning.  All  patients  treated  in  the  facility: 

(1)  Are  afforded  the  opportiinity  to 
participate  in  the  planning  of  their  medi¬ 
cal  treatment  and  to  refuse  to  partici¬ 
pate  in  experimental  research; 

(2)  Are  transferred  or  discharged  only 
for  medical  reasons  or  for  the  patient’s 
welfare  or  that  of  ether  patients,  or  for 
nempayment  of  fees  (except  as  pr(^b- 
ited  by  title  XV  lU  of  the  Social  Security 
Act),  and  are  given  advance  notice  to 
ensure  orderly  transfer  or  discharge. 

(c)  Standard:  respect  and  dignity.  All 
patients  are  treated  with  consideration, 
respect,  and  full  recognition  of  their  in¬ 
dividuality  and  personal  needs,  includ¬ 
ing  the  need  for  privacy  in  treatment. 
Provision  is  made  for  translators  where  a 
significant  number  of  patients  exhibit 
language  barriers. 

(d)  Standard:  confidentiality.  All  pa¬ 
tients  are  ensured  confidential  treatment 
of  their  personal  and  medical  records, 
and  may  approve  or  refuse  release  of 
such  records  to  any  individual  outside 
the  facility,  except  in  case  of  their  trans¬ 


fer  to  another  health  care  institution  or 
as*  required  by  Federal,  State,  or  local  law 
and  the  Secretary  for  proper  adminis¬ 
tration  of  the  program. 

(e)  Standard:  grievance  mechanism. 
All  patients  are  encouraged  and  assisted 
to  understand  and  exercise  their  rights. 
Grievances  and  recommended  changes 
in  policies  and  services  may  be  addressed 
to  facility  staff,  administration,  the  Net¬ 
work  Council,  and  agencies  or  regulatory 
bodies  with  jurisdiction  over  the  facility, 
through  any  representative  of  the  pa¬ 
tient’s  choice,  without  restraint  or  inter¬ 
ference,  and  without  fear  of  discrimina¬ 
tion  or  reprisal. 

§  403.2139  Condition:  nicnlical  rword**. 

The  ESRD  facility  maintains  com¬ 
plete  medical  records  on  all  patients  (l.e., 
those  receiving  care  within  the  facility 
and  those  self-care  or  home  dialysis  pa¬ 
tients  for  whom  the  facility  has  assumed 
responsibility)  In  accordance  with  ac¬ 
cepted  professional  standards  and  prac¬ 
tices.  A  member  of  the  facility’s  staff  is 
designated  to  serve  as  supervisor  of 
medical  records  services,  and  ensures 
that  all  records  are  proper]^  documented, 
completed,  and  preserved.  The  medical 
records  are  completely  and  accurately 
documented,  readily  available,  and  sys¬ 
tematically  organized  to  facilitate  the 
compilation  and  retrieval  of  information. 

(a)  Standard:  medical  record.  Each 
patient’s  medical  ‘record  contains  suf¬ 
ficient  information  to  identify  the  patient 
clearly,  to  justify  the  diagniosis  and 
treatment,  and  to  document  the  results 
accurately.  All  medical  records  contain 
the  following  general  categories  of  in¬ 
formation:  Documented  evidence  of 
assessment  of  the  needs  of  the  patient, 
of  establishment  of  an  appropriate  plan 
of  treatment,  and  of  the  care  and  serv¬ 
ices  provided  (see  §  405.2137  (a)  and 

(b));  identification  and  social  data; 
signed  consent  forms;  referral  informa- 
ti(m  with  authentication  of  diagnosis; 
medical  and  nursing  history  of  patient; 
rQX>rt(8)  of  physician  examination (s ) ; 
diagnostic  and  therapeutic  orders,  ob- 
servatiems,  and  progress  notes;  reports  of 
treatments  and  clinical  findings;  reports 
of  laboratory  and  other  diagnostic  tests 
and  procedures;  and  discharge  summary 
including  final  diagnosis  and  prognosis. 

(b)  Standard:  protection  of  medical 
record  information.  The  ESRD  facility 
safeguards  medical  record  InformaUon 
against  loss,  destruction,  or  unauthorized 
use.  The  ESRD  facility  has  written  poli¬ 
cies  and  procedures  which  govern  the  use 
and  release  of  information  contained  in 
medical  records.  Written  consent  of  the 
patient,  or  of  an  authorized  person  act¬ 
ing  in  behalf  of  the  patient.  Is  required 
for  release  of  information  not  provided 
by  law.  Medical  records  are  made  avail¬ 
able  imder  stipulation  of  confidentiality 
for  hii^jection  by  authorized  agents  of 
the  Secretary,  as  required  for  adminis¬ 
tration  of  the  ESRD  program  under 
Medicare. 

(c)  Standard:  medical  records  super¬ 
visor.  A  member  of  the  ESRD  facility’s 
staff  is  designated  to  serve  as  supervisor 
of  the  facility’s  medical  records  service. 


’The  functions  of  the  medical  records 
supervisor  Include,  but  are  not  limited 
to,  the  following:  Ensming  that  the  rec¬ 
ords  are  dociunented,  completed,  and 
maintained  In  accordance  with  accepted 
professional  standards  and  practices; 
safeguarding  the  confidentiality  of  the 
records  in  accordance  with  established 
policy  and  legal  requirements;  ensuring 
that  the  records  contain  pertinent  medi¬ 
cal  information  and  are  filed  for  easy 
retrieval.  When  necessary,  consultation 
is  secured  from  a  qualified  medical  record 
practitioner. 

(d)  Standard:  Completion  of  medical 
records  and  centralization  of  clinical  in¬ 
formation.  Current  mediesd  records  and 
those  of  discharged  patients  are  com¬ 
pleted  promptly.  All  clinical  information 
pertaining  to  a  patient  Is  centralized  In 
the  patient’s  medical  record. 

(e)  Standard:  retention  and  preserva¬ 
tion  of  records.  Medical  records  are  re¬ 
tained  for  a  period  of  time  not  less  than 
that  determined  by  the  State  statute 
governing  records  retention  or  statute  of 
limitations;  or  in  the  absence  of  a  State 
statute,  5  years  from  the  date  of  dis¬ 
charge;  or,  in  the  case  of  a  minor,  3 
years  ^ter  the  patient  becomes  of  age 
luider  State  law,  whichever  Is  longest. 

(f)  Standard:  location  and  facilities. 
TTie  facility  maintains  adequate  facili¬ 
ties.  equipment,  and  spEu:e  conveniently 
located,  to  provide  efiBcient  processing  of 
medical  records  (e.g.,  reviewing,  filing, 
and  prompt  retrieval)  and  statistical 
medical  information  (e.g.,  required 
abstracts,  reports,  etc.). 

(g)  Standard:  transfer  of  medical  in¬ 
formation.  ’The  facility  provides  for  the 
interchange  of  medical  and  other  Infor¬ 
mation  necessary  or  useful  in  the  care 
and  treatment  of  patients  transferred 
between  treating  facilities,  or  in  deter¬ 
mining  whether  such  patients  can  be 
adequately  cared  for  otherwise  than  In 
either  of  such  facilities. 

§  405.2140  Condition:  physical  environ¬ 
ment. 

’The  physical  environment  in  which 
ESRD  services  are  fiumished  affords  a 
functional,  sanltaiy,  safe,  and  comfort¬ 
able  setting  for  patients,  staff,  and  the 
public. 

(a)  Standard:  building  and  equip¬ 
ment.  The  physical  structtu«  In  vdilch 
EISRD  services  are  furnished  Is  con¬ 
structed,  equipped,  and  maintained  to  In- 
smv  the  safe^  of  patients,  staff,  and  the 
public. 

(1)  Fire  extinguishers  are  convenient¬ 
ly  located  on  each  floor  of  the  facility 
and  In  areas  of  special  hazard.  Fire  reg¬ 
ulations  and  fire  management  procedures 
are  prominently  posted  and  properly 
followed. 

(2)  All  electrical  and  other  equipment 
used  In  the  facility  Is  maintain^  free  of 
defects  which  could  be  a  potential  haz¬ 
ard  to  patients  or  personneL  Th«‘e  Is 
established  a  planned  program  of  pre¬ 
ventive  maintenance  of  equipment  used 
tai  dialysis  and  related  procedures  In  the 
facility. 

(3)  The  areas  used  by  patients  are 
maintained  In  good  r^alr  and  k^t  free 
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of  hazards  such  as  those  created  by  dam¬ 
aged  or  defective  parts  of  the  building. 

(4)  The  facility  is  equipped  with  an 
alternate  electrical  power  source  pro¬ 
vided  by  an  emergency  generator  located 
on  the  premises  to  supply  electrical 
power  necessary  in  the  event  the  normal 
electrical  supply  is  Interrupted.  The 
emergency  electrical  power  system  sup¬ 
plies  power  adequate  to  maintain  the 
operation  of  the  dialysis  machines  and 
other  life-support  systems,  for  lighting 
in  all  means  of  egress,  and  equipment  to 
maintain  fire  detection,  alarm,  and  ex¬ 
tinguishing  systems. 

(5)  Water  used  for  dialysis  purposes  is 
analyzed  periodically  and  treated  as 
necessary  to  maintain  a  continuous  wa¬ 
ter  supply  that  is  biologically  and  chem¬ 
ically  compatible  with  acceptable  dialysis 
techniques.  Records  of  test  results  and 
equipment  maintenance  are  maintained 
at  the  facility. 

(6)  Electrical  circuits  serving  all  medi¬ 
cal  equipment  in  the  dialysis  facility  or 
center  are  provided  with  5  milliampere 
ground-fault  Interruptors. 

(b)  Standard:  favorable  environment 
for  patients.  The  facility  is  maintained 
and  equipped  to  provide  a  functional, 
sanitary,  and  comfortable  environment 
with  an  adequate  amount  of  well-lighted 
space  for  the  services  provided. 

(1)  Ihere  are  written  policies  and 
procedures  In  effect  for  preventing  and 
controlling  hepatitis  and  other  infec¬ 
tions.  niese  policies  include,  but  are  not 
limited  to,  appr(mriate  procedures  for 
surveillance  and  reporting  of  infections, 
hoiisekeeping,  handling  and  disposal  of 
waste  and  contaminants,  «nd  steriliza¬ 
tion  and  disinfection,  including  the  ster¬ 
ilization  and  maintenance  of  equipment. 

(2)  Treatment  areas  are  desired  and 
equipped  to  provide  adequate  and  safe 
dialysis  therapy,  as  well  as  privacy  and 
comfort  for  patients.  The  space  for  treat¬ 
ing  each  patient  is  suflBclent  to  accomo¬ 
date  medically  needed  emergency  equip¬ 
ment  and  staff  and  to  ensure  that  such 
equipment  and  staff  can  reach  the  pa¬ 
tient  in  an  emergency. 

(3)  There  is  provided  a  nursing/ 
monitoring  station  from  which  adequate 
siirveillance  of  patients  receiving  hemo¬ 
dialysis  services  can  be  made. 

(4)  Heating  and  ventilation  systems 
are  capable  of  maintaining  adequate  and 
comfortable  temperatures. 

(5)  Each  ESRD  facility  utilizing  a  cen¬ 
tral-batch  delivery  system  provides, 
either  on  the  premises  or  through  affilia¬ 
tion  agreement  or  arrangement  (see 
S  405.2160)  suflilcent  Individual  delivery 
systems  for  the  treatment  of  any  patient 
requiring  special  dialysis  solutions. 

(c)  Standard:  contamination  preven¬ 
tion.  The  facility  employs  appropriate 
techniques  to  prevent  cross-contamina¬ 
tion  between  the  unit  and  adjacent  hos¬ 
pital  or  public  areas  including,  but  not 
limited  to,  food  service  areas,  laundry, 
disposal  of  solid  waste  and  blood-con¬ 
taminated  equipment,  and  disposal  of 
contaminants  into  sewage  systems. 
Waste  storage  and  disposal  are  carried 
out  In  accordance  with  applicable  local 


laws  and  accepted  public  health  proce¬ 
dures. 

(d)  Standard:  emergency  prepared¬ 
ness.  Written  policies  and  procedures 
specifically  define  the  handling  of  emer¬ 
gencies  which  may  threaten  the  health 
or  safety  of  patients.  Such  emergencies 
would  exist  during  a  fire  or  natural  dis¬ 
aster  or  during  functi(mal  failures  in 
equipment.  Specific  emergency  prepared¬ 
ness  procedures  exist  for  different  kinds 
of  emergencies.  These  are  reviewed  and 
tested  at  least  annually  and  revised  as 
necessary  by,  or  under  the  direction  of, 
the  chief  executive  officer.  All  personnel 
are  knowledgeable  and  trained  in  their 
respective  roles  in  emergency  situations. 

(1)  niere  is  an  established  written 
plan  for  dealing  with  fire  and  other 
emergencies  which,  when  necessary,  is 
developed  in  cooperation  with  fire  and 
other  expert  personnel. 

(2)  All  personnel  are  trained,  as  part 
of  their  employment  orientation,  in  all 
aspects  of  preparedness  for  any  emer¬ 
gency  or  disaster.  The  emergency  pre¬ 
paredness  plan  provides  for  orientation 
and  regular  training  and  periodic  drills 
for  all  personnel  in  all  procedures  so 
that  each  person  promptly  and  cor¬ 
rectly  carries  out  a  specified  role  in  case 
of  an  emergency. 

(3)  There  is  available  at  all  times  on 
the  premises  a  fully  equipped  emergency 
tray,  including  emergency  drugs,  medi¬ 
cal  supplies,  and  equipment,  and  staff 
are  trained  in  its  use. 

(4)  The  staff  is  familiar  wdth  the  use 
of  all  dialysis  equipment  and  procedures 
to  handle  medical  emergencies. 

§  405.2160  Condition:  affiliation  agree¬ 
ment  or  arrangement. 

(a)  A  renal  dialysis  facility  and  a  renal 
dialysis  center  (see  S  405.2102(e)  (2) ) 
have  in  effect  an  affiliation  agreement 
or  arrangement  with  each  other,  in  writ¬ 
ing,  for  the  provision  of  inpatient  care 
and  other  hospital  services. 

(b)  )  The  affiliation  agreement  or  ar¬ 
rangement  provides  the  basis  for  effec¬ 
tive  working  relationships  under  which 
inpatient  hospital  care  or  other  hospital 
services  are  available  promptly  to  the 
dialysis  facility’s  patients  when  needed. 
The  dialysis  facility  has  in  its  files  docu¬ 
mentation  from  the  renal  dialysis  center 
to  the  effect  that  patients  from  the  di¬ 
alysis  facility  will  be  accepted  and  treated 
in  emergencies.  There  are  reasonable  as¬ 
surances  that: 

(1)  Transfer  or  referral  of  patients 
will  be  effected  between  the  renal  dialy¬ 
sis  center  and  the  dialysis  facility  when¬ 
ever  such  transfer  or  referral  is  deter¬ 
mined  as  medically  appropriate  by  the 
attending  physician,  with  timely  accept¬ 
ance  and  admission; 

(2)  There  will  be  interchange,  within 
1  working  day,  of  the  patient  long-term 
program  and  patient  care  plan,  and  of 
medical  and  other  information  necessary 
or  useful  in  the  care  and  treatment  of 
patients  transferred  or  referred  between 
the  facilities,  or  in  determining  whether 
such  patients  can  be  adequately  cared 
for  otherwise  than  in  either  of  such  fa¬ 
cilities;  and 


(3)  Security  and  accountability  for 
patients’  personal  effects  are  assmed. 

§  44)5.2161  Condition— Director  of  a 
renal  dialysis  facility  or  i.*enal  dialysis 
center. 

Treatment  Is  xmder  the  general  super¬ 
vision  of  a  Director  who  is  a  physician. 
The  physician-director  need  not  devote 
full  time  as  Director  but  is  responsible 
for  planning,  organizing,  conducting, 
and  directing  the  professional  EISRD 
services  and  must  devote  sufficient  time 
to  carrying  out  these  responsibilities. 
The  director  may  also  serve  as  the  Chief 
Executive  Officer  of  the  facility. 

(a)  Standard:  qualifications.  The  di¬ 
rector  of  a  dialysis  facility  is  a  qualified 
physician-director.  (See  S  405.2102 (r) 

(5)) 

(b)  Standard:  responsibilities.  The 
responsibilities  of  the  physician-director 
include  but  are  not  limited  to  the  follow¬ 
ing: 

(1)  Participating  in  the  selection  of  a 
suitable  treatment  modality,  l.e.,  trans¬ 
plantation  or  dialysis,  and  dialysis  set¬ 
ting,  for  all  patients; 

(2)  Assiiring  adequate  training  of 
nurses  and  technicians  in  dialysis  tech¬ 
niques; 

(3)  Assuring  adequate  monitoring  of 
the  patient  and  the  dialysis  process; 

(4)  Assuring  the  development  and 
availability  of  a  patient  care  policy  and 
procedures  manual  and  its  implementa¬ 
tion.  As  a  minimum,  the  manual  de¬ 
scribes  the  tjTJes  of  dialysis  used  in  the 
facility  and  the  procedures  followed  in 
performance  of  such  dialysis;  hepatitis 
prevention  and  procedures  for  handling 
an  individual  with  hepatitis;  and  a  dis¬ 
aster  preparedness  plan  (e.g.,  patient 
emergency,  fire,  fiood) ;  and 

(5)  When  self-dialysis  training  is  of¬ 
fered,  assuring  that  patient  teaching 
materials  are  available  for  patient  use 
during  training  and  at  times  other  than 
during  the  dialysis  procedure. 

§  405.2162  Condition:  staff  of  a  renal 
dialysis  facility  or  renal  dialysis 
center. 

Properly  trained  persomiel  are  present 
in  adequate  munbers  to  meet  the  needs 
of  the  patients.  Including  those  arising 
from  medical  and  nonmedical  emer¬ 
gencies. 

(a)  Standard:  registered  nurse.  The 
dialysis  facility  employs  at  least  one  full 
time  qualified  nurse  responsible  for  nurs¬ 
ing  service.  (See  5  405.2102(r)  (4) ) 

(b)  Standard:  on-duty  personnel. 
Whenever  patients  are  imdergolng  dial¬ 
ysis,  other  than  self-care  dialysis,  one 
currently  licensed  health  professional 
(e.g.,  physician,  registered  nurse,  or  li¬ 
censed  practical  nurse)  experienced  in 
rendering  ESRD  care  is  on  duty  to  over¬ 
see  ESRD  patient  care,  and  an  adequate 
number  of  personnel  are  present  to  meet 
the  needs  of  patients,  and  an  adequate 
number  of  personnel  are  readily  avail¬ 
able  to  meet  medical  and  nonmedical 
emergencies. 

(c)  Standard:  self-care  dialysis  train¬ 
ing  personnel.  If  the  facility  offers  self- 
care  dialysis  training,  a  qualified  nurse 
is  in  charge  of  such  training  (see  S  405.- 
2102(r) (4)). 
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§  105.2163  Condition:  Minimal  service 
requirements  for  a  renal  dialysis  fa¬ 
cility  or  renal  dialysis  eenter. 

In  addition  to  chronic  maintenance 
dialysis,  the  facility  provides  adequate 
laboratory,  social,  and  dietetic  services  as 
needed  to  meet  the  needs  of  the  ESRD 
patient. 

(a)  Standard:  laboratory  services.  The 
dialysis  facility  makes  available  labora¬ 
tory  services  (other  than  the  specialty 
of  tissue  pathology  and  histocompatibil¬ 
ity  testing),  to  meet  the  needs  of  the 
ESRD  patient.  Laboratory  services  are 
performed  either  by  a  Medicare-approved 
hospital  or  by  a  qualified  Medicare- 
approved  Independent  laboratory,  exc^t 
that  hematocrit  and  clotting  time,  which 
the  facility  uses  to  monitor  Its  patients’ 
fluids  incident  to  each  dialysis  treat¬ 
ment,  may  be  performed  by  the  dialysis 
facility’s  staff,  who  are  qualified  by  edu¬ 
cation  and  experience  to  perform  such 
duties,  under  the  direction  of  a  physician. 

(b)  Standard:  social  services.  Social 
services  are  provided  to  patlaits  and 
their  families  and  are  directed  at  sup¬ 
porting  and  maximizing  the  social  func¬ 
tioning  and  adjustment  of  the  patient. 
S(x:lal  services  are  furnished  by  a  quail- 
fled  social  worker  (§  405.2102(r)  (6) ) 
who  has  an  ^ployment  or  contractual 
relationship  with  the  facility.  The  quali¬ 
fied  social  worker  Is  responsible  for  con¬ 
ducting  psychosocial  evaluations,  par¬ 
ticipating  in  team  review  of  i>atient 
progress  and  recommending  changes  in 
treatment  based  on  the  patient’s  current 
psychosocial  needs,  providing  casework 
and  groupwork  services  to  patients  and 
their  families  In  dealing  with  the  special 
problems  associated  with  ESRD,  and 
identifying  c(Hnmunlty  social  agencies 
and  o^er  resources  and  assisting  pa¬ 
tients  and  families  to  utilize  th«n. 

(c)  Standard:  dietetic  services.  Each 
patient  is  evaluated  as  to  his  nutritional 
needs  by  the  attending  physician  and  by 
a  qualifled  dietitian  (§  4(>5.2102(r)  (2) ) 
who  has  an  employment  or  contractual 
relationship  with  the  facility.  The  dieti¬ 
tian.  in  consultation  with  the  attending 
physician,  is  respmisible  for  assessing 
the  nutritional  and  dietetic  needs  of  each 
patient,  reconunending  therapeutic  diets, 
counseling  patients  and  their  families  mi 
prescribed  diets,  and  monitoring  adher¬ 
ence  and  response  to  diets. 

(d)  Standard:  self-care  dialysis  sup¬ 
port  services.  ’The  rmial  dialysis  facility 
or  center  furnishing  self-car«  dlahrsis 
training  upon  c(»npletion  of  the  patient’s 
training,  makes  available  as  appropriate 
(either  directly,  under  agreement  or  by 
arrangement  with  another  ESRD  facil¬ 
ity)  the  following  services: 

(1)  Surveillance  of  the  patient’s  home 
adaptation,  including  provisions  for  visits 
to  the  home  or  the  facility; 

(2)  Consultation  for  the  patient  with 
a  qualifled  social  worker  and  a  qualifled 
dietitian; 

(3)  A  record-keying  system  which  as¬ 
sures  contlnul^  of  care; 

(4)  Installatloa  and  maintenance  of 
equipment; 


(5)  Testing  and  appropriate  treatment ' 
of  the  water;  and 

(6)  Ordering  of  supplies  on  an  ongoing 
basis. 

y  (e)  Standard:  participation  in  recip¬ 
ient  registry.  The  dialysis  facility  or  cen¬ 
ter  participates  in  a  patient  registry  pro¬ 
gram  for  patients  who  are  awaiting 
cadaveric  donor  transplantation. 

§  405.2170  Condition:  Director  of  a 
renal  trannplantation  center. 

The  renal  transplantation  center  is 
under  the  general  supervision  of  a  quali¬ 
fied  transplantation  surgeon  (§  405.2102 
(r)  (7) )  or  a  qualifled  physician -director 
(§  405.2102(r)  (5)),  who  need  not  serve 
full  time.  This  physician  is  responsible 
for  planning,  organizing,  conducting,  and 
directing  the  Renal  ’Transplantation 
Center  and  devotes  sufficient  time  to 
carry  out  these  responsibilities,  which  in¬ 
clude  but  are  not  limited  to  the  follow¬ 
ing: 

(a)  Participating  in  the  selection  of  a 
suitable  treatment  modality  for  each  pa¬ 
tient. 

(b)  Assuring  adequate  training,  of 
nurses  in  the  care  of  transplant  patients. 

(c)  Assuring  that  tissue  typing  and 
organ  procvu*ement  services  are  available 
either  directly  or  under  arrangement. 

(d)  Assuring  that  transplantation  sur¬ 
gery  is  performed  imder  the  direct  super¬ 
vision  of  a  qualifled  transplantation 
surgeon. 

§  405.2171  Clondilioii:  minimal  service 
requirements  for  a  renal  Iranspluii- 
tation  center. 

Kidney  transplantation  is  furnished 
directly  by  a  hospital  which  is  partici¬ 
pating  as  a  provider  of  services  in  the 
Medicare  program  and  is  approved  by 
the  Secretary  as  a  Renal  Transplanta¬ 
tion  Center.  The  Renal  Transplantation 
Center  is  under  the  overall  direction  of 
a  hospital  administrator  and  medical 
staff;  if  operated  by  an  organizational 
subsidiary,  it  is  under  the  direction  of 
an  administrator  and  medical  staff  mem¬ 
ber  (or  committee)  who  are  directly  re¬ 
sponsible  to  the  hospital  administrator 
and  medical  staff,  respectively.  Patients 
are  accepted  for  transplantation  only  on 
the  order  of  a  physician  and  their  care 
continues  under  the  supervision  of  a 
physician. 

(a)  Standard:  participation  in  recip¬ 
ient  registry.  The  Ren^  Transplanta¬ 
tion  Cyter  participates  in  a  patient 
registry  program  for  patiyts  who  are 
awaiting  cadaveric  donor  transplanta¬ 
tion. 

(b)  Standard:  social  services.  Social 
services  are  provided  to  patients  and 
their  families  and  are  directed  at  sup¬ 
porting  and  maximizing  the  social  func¬ 
tioning  and  adjustment  of  the  patiyt. 
Social  services  are  furnished  by  a  quali¬ 
fled  social  worker  (S  405.2102(r)  (6) )  who 
has  an  emplosmient  or  contractual  rela¬ 
tionship  with  the  facility.  The  qualifled 
social  worker  is  responsible  for  ccxiduct- 
Ing  psychosocial  evaluations,  participat¬ 
ing  In  team  review  of  patient  progress 
and  recommending  changes  in  treatment 


based  on  the  patient's  current  psycho¬ 
social  needs,  providing  casework  and 
groupwoik  services  to  patients  and  their 
families  In  dealing  with  the  special  prob¬ 
lems  associated  with  ESRD,  and  identi¬ 
fying  commimlty  social  agencies  and 
other  resources  and  assisting  patients 
and  families  to  utilize  them. 

(c)  Standard:  dietetic  services.  Each 
patient  is  evaluated  as  to  his  nutritional 
needs  by  the  attending  physician  and  a 
qualifled  dietitian  (§  405.2102  (r)  (2  > ) 
who  has  an  employment  or  contractual 
relationship  with  the  facility.  ’The  dieti¬ 
tian,  in  consultation  with  the  attending 
physician,  is  responsible  for  assessing 
the  nutritional  and  dietetic  needs  of  each 
patient,  recommending  therapeutic  diets, 
counseling  patients  and  their  families  on 
prescribed  diets,  and  monitoring  adher¬ 
ence  and  response  to  diets. 

(d)  Standard:  laboratory  services.  The 
renal  transplantation  center  makes 
available,  directly  or  under  arrange¬ 
ments,  laboratory  services  to  meet  the 
needs  of  ESRD  patients.  Laboratory 
services  are  performed  in  a  laboratory 
facility  approved  to  participate  in  the 
Medicare  progmm  an(^  for  histocom¬ 
patibility  testing  piuposes,  notwith¬ 
standing  approval  pursuant  to  Subpart  J 
also  meets  S  405.1314(b)  (13)  and  §  405.- 
1317(a),  (b)(2)  (1)  and  (ii),  (b)(4),  and 
<b)  (8) ,  and  (when  services  are  furnished 
in  the  specialty  of  tissue  pathology) 
S  405.1314(b)  (8)  (i»  and  §  405.1317  (a) 
and  (b>  (6)  (ii). 

(1)  Laboratory  services  for  cross¬ 
matching  of  recipient  serum  and  donor 
hmiphocytes  for  preformed  antibodies  by 
an  acceptab]|i  technique  are  available  on 
a  24-hour  emergency  basis. 

(2)  Available  laboratory  sendees  also 
include: 

(i)  Suitable  maintenance  of  recipient 
sera  and  typing  regeants; 

(ii)  Phenotyping  for  donors  and  re- 
cipiyts; 

(ill)  Updating  and  retyping  for  HL-A 
and  better  defined  antigens  as  indicated; 

(iv)  Screening  of  recipient  sera  for 
preformed  antibodies  with  a  suitable 
lymphocyte  panel; 

(v)  Testing  such  as  the  mixed  lym¬ 
phocyte  cultures  to  determine  cellularly- 
deflned  antigens;  and 

(vi)  ABO  blood  grouping  and  Rli 
typing. 

(e)  Standard:  organ  procurement.  If 
a  renal  transplantation  center  utilizes 
the  services  of  an  organ  procurement 
agency  to  obtain  donor  organs,  it  has  a 
written  arrangement  covering  these 
services.  Hie  renal  transplantation 
center  agrees  to  notify  the  Secretary  in 
writing  within  30  days  of  the  termina¬ 
tion  of  such  arrangraients. 

Appendix 

Pursuaut  to  I  40Sglll  of  this  Subpart,  the 
following  are  designated  as  End -Stage  Renal 
Disease  Network  Areas: 

XSED  NETWORK  NO.  1 

American  Samoa  The  Trust  Territory 

Ouam  of  the  Paoiflo  Is- 

Hawali  lands 
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XSBO  NETWORK  NO.  3 

'The  state  of  Alaska 
The  State  of  Idaho 
The  State  of  Montana 
The  State  of  Oregon 
The  State  of  Washington 


ESRO  NETWORK  NO.  3 

The  following  counties  in  Northern  Call- 


fornia: 

Alameda 

Nevada 

Alpine 

Placer 

Amador 

Plumas 

Butte 

Sacramento 

Calaveras 

San  Benito 

Colusa 

San  Francisco 

Contra  Costa 

San  Joaquin 

Del  Norte 

San  Mateo 

E\.  Dorado 

Santa  Clara 

Fresno 

Santa  Cruz 

Glenn 

Shasta 

Humboldt 

Sierra 

Lake 

Siskiyou 

Lassen 

Solano 

Madera 

Sonoma 

Marin 

Stanislaus 

Marlpoea 

Sutter 

Mendocino 

Tehama 

Merced 

Trinity 

Modoc 

Tuolximne 

Mono 

Yolo 

Monterey 

Napa 

Yuba 

The  State  ot  Nevada  excluding  Clark 
county  which  Is  included  in  Network  area  4. 

KSRD  NETWORK  NO.  4 


The  following  counties  in  Southern  Cali¬ 
fornia: 

Imperial 
Inyo 
Kem 
Kings 
Los  Angeles 
Orange 
Riverside 

The  following  county  in  Southern  Nevada : 
Clark 

ESRD  NETWORK  NO.  5 


San  Bernardino 
San  Diego 
San  Luis  Obispo 
Santa  Barbara 
Tulare 
Ventura 


The  State  of  Colorado 
The  State  of  Utah  excluding  the  Navaho 
Reservation  portion  of  San  Juan  County 
which  is  in  Network  area  6. 


The  State  of  Wyoming 
Ihe  following  counties  in  the  State  of 
Nebraska: 


Banner 

Box  Butte 

Cheyenne 

Dawes 

Deuel 

Garden 


Kimball 
Morrill 
Scotts  Bluff 
Sheridan 
Sioux 

ESRD  NETWORK  NO.  6 


The  State  of  Arizona 
The  State  of  New  Mexico 


The  Navaho  Reservation  portion  of  San 
Juan  County,  Utah. 

ESRD  NETWORK  NO.  7 

The  State  of  Minnesota 
The  State  of  North  Dakota 
The  State  of  South  Dakota 


The  following  counties  in  the  State  of 
Michigan: 


Alger 

Baraga 

Delta 

Dickinson 

Gogebic 

Houghton 


Iron 

Keweenaw 

Marquette 

Menominee 

Ontonagon 

Schoolcraft 


The  following  counties  in  the  State  of 
Wisconsin: 


and  the  following  counties  which  are  in¬ 
cluded  in  Network  area  0: 


Ashland 

Bayfield 

Burnett 

Douglas 


Iron 

Price 

Sawyer 

Washburn 


Clinton  Monroe 

Madison  St.  Clair 

XSan  NETWORK  NO.  16 


ESRD  NETWORK  NO.  8 


The  state  of  Indiana 


Composed  of: 


The  State  of  Iowa 


The  State  of  Nebraska  excluding  the  fol¬ 
lowing  counties  which  are  mcluded  in  Net¬ 
work  area  6: 

Banner  Kimball 

Box  Butte  Morrill 

Cheyenne  Scotts  Bluff 

Dawes  Sheridan 

Deuel  Sioux 

Garden 

The  following  counties  in  the  State  of 
lUlnols: 


Henry  Rock  Island 

Mercer 

ESRD  NETWORK  NO.  t 


The  State  of  Kansas 

The  State  of  Missouri  excluding  the  fol¬ 
lowing  counties  which  are  Included  in  Net¬ 
work  area  18: 

Dunklin  Pemiscot 

Mississippi  Scott 

New  Madrid  Stoddard 


The  following  counties  in  the  State  of 
Illinois: 


Clinton  Monroe 

Madison  St.  Clair 


ESRD  NETWORK  NO.  10 

The  State  of  Arkansas  excluding  the  tci- 
loTvlng  counties  which  are  Included  in  Net¬ 
work  area  18: 

Crittenden  Mississippi 

The  State  of  Oklah0(ma 


ESRD  NETWORK  NO.  11 
The  State  of  Texas 


ESRD  NETWORK  NO.  17 


The  State  of  Kentucky 
The  following  counties  in  the  State  of 
Ohio: 


Adams 

Brown 

Butler 

Champaign 

Clark 

Clermont 

Clinton 

Darke 


Greene 

Hamilton 

Highland 

Miami 

Montgomery 

Preble 

Shelby 

Warren 


ESRO  NETWORK  NO.  18 


The  State  of  Alabama  excluding  the  fol- 
lovdng  coimty  which  is  Included  in  network 
curea  number  80. 

Russell 

The  State  of  Mississippi 
The  State  of  Tennessee 
The  following  counties  In  the  State  of 
Arkansas: 

Crittenden  Mississippi 

The  following  counties  in  the  State  of 
Georgia: 

Catoosa  Walker 

Dade 

The  following  counties  in  the  State  of 
Missouri: 

Dunkhn  Pemiscot 

Mississippi  Scott 

New  Madrid  Stoddard 

The  following  counties  in  the  State  of 
Virginia: 

Scott  Washington 


ESRD  NETWORK  NO.  13 


ESRO  NETWORK  NO.  It 


The  state  of  Louisiana 


The  State  of  Florida 


ESRD  NETWORK  NO.  13 


ESRO  NETWORK  NO.  SO 


The  state  of  Wisconsin  excluding  the  fol¬ 
lowing  coimties  which  are  Included  in  Net¬ 
work  area  7: 


The  State  of  Georgia  excluding  the  follow¬ 
ing  counties  which  are  Included  in  network 
area  number  18. 


Ashland 

Bayfield 

Burnett 

Douglas 


Iron 

Price 

Sawyer 

Washburn 

ESRD  NETWORK  NO.  14 


Oatoesa  Walker 

Dade 

ITie  State  of  South  Ciuollna 
The  following  county  in  the  State  of  Ala¬ 
bama: 


The  State  of  Michigan  excluding  the  fol¬ 
lowing  counties  which  are  Included  in  net¬ 
work  area  number  7. 


Alger 

Baraga 

Delta 

Dickinson 

Gogebic 

Houghton 


Iron 

Keweenaw 

Marquette 

Menominee 

Ontonagon 

Schoolcraft 


Russell 

ESRD  NETWORK  NO.  31 

The  State  of  North  Carolina 

ESRO  NETWORK  NO.  33 

Composed  of  the  State  of  Ohio  excluding 
the  following  counties  which  are  included  in 
network  area  number  17, 


ESRD  NETWORK  NO.  IS 

The  State  of  Illinois  excluding  the  follow¬ 
ing  counties  which  are  Included  in  Network 
area  8: 

Henry  Rock  Island 

Mercer 


Adams 

Brown 

Butler 

Champaign 

Clark 

ClMmont 

Clinton 

Darke 


Greene 

Hamilton 

Highland 

Miami 

Montgomery 

Preble 

Shelby 

Warren 
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The  f<^owlDg  oounttes  of  Western  Penusyl- 


vanla: 

Allegheny 

Forest 

Armstrong 

Fulton 

Beaver 

Greene 

Bedford 

Huntingdon 

Blair 

Indiana 

Butler 

Lawrence 

Cambria 

McKean 

Cameron 

Mercer 

Clarion 

Potter 

Crawford 

Somerset 

Elk 

Venango 

Erie 

Warren 

Fayette 

Washington 

Westmoreland 

BSBO  mrWORK  MO.  ss 


The  District  oC  Columbia. 

The  following  counties  In  the  State  of 
Virginia: 


Arlington 

Loudoun 

Fairfax 

Prince  William 

The  following 
Maryland: 

counties  In  the  State  of 

Calvert 

Prince  Georges 

Charles 

Montgomery 

St.  Mary’s 

■SRD 

NETWORK  NO.  34 

The  State  of  Delaware 

The  following  counties  of  Eastern  Pennsyl¬ 
vania: 

Adams 

Chester 

Berks 

Clearfield 

Bucks 

Clinton 

Carbon 

Columbia 

Centre 

Cumberland 

Dauphin 

Montgomery 

Delaware 

Montour 

Franklin 

Northampton 

Jeffersim 

Northumberland 

Junlaha 

Perry 

Lackawanna 

Pike 

Lancaster 

Philadelphia 

Lebanon 

ScbuylkUl 

Lehigh 

Snyder 

Luzerne 

Union 

Lycoming 

Wayne 

Mifflin 

Wyoming 

Monroe 

York 

ESRD  NETWORK  NO.  SS 

’The  following 

counties  of  Metropolitan 

New  York: 

Bronx 

Questis 

Dutchess 

Richmond 

Kings 

Rockland 

Nassau 

Suffolk 

New  York 

Sullivan 

Orange 

Ulster 

Putnam 

Westchester 

• 

ESRD  : 

NETWORK  NO.  SS 

The  State  of  New  York  excluding  the  fol¬ 

lowing  counties  which  are  Included  in  Net- 

work  area  S6 : 

Bronx 

Queens 

Dutchess 

Richmond 

Kings 

Rockland 

Nassau 

•  Suffolk 

New  York 

Sullivan 

Orange 

Ulster 

Putnam 

Westchester 

The  following  counties  In  the  State  of 
Pennsylvania: 


Bradford  .  Sullivan  i 

Susquehanna  Tioga  i 

ESRO  NETWOaK  MO.  tV  ^ 

The  State  of  Connecticut  I 

BSBD  METWORK  MO.  2S  I 

The  State  of  Maine 

The  State  or  Massachusetts  i 

The  State  of  New  Hampshire  | 

Ibe  State  at  Rhode  Island  | 

The  State  of  Vermont  ' 

ESRO  MlfrWORK  NO.  2S 

Puerto  Rico  Virgin  Islands  I 

EBRD  METWORK  MO.  30 

The  State  of  Virginia  excluding  the  UA- 
lowlng  cotmtles  which  are  Includ^  In  Net¬ 
work  area  18: 

Scott  Wa.shlngton 

and  the  following  counties  which  are  In¬ 
cluded  In  Network  area  23 : 

Arlington  Loudoun 

Fairfax  ,  Prince  William 

The  State  of  West  Virginia 

ESRD  NETWORK  NO.  31 

The  State  of  Maryland  excluding  the  fol¬ 
lowing  counties  which  are  Included  In  Net¬ 
work  area  23: 

Calvert  Prince  Oebrges 

Charles  St.  Mary’s 

Montgomery 

aSRO  NRTWORK  NO.  St 

The  State  of  New  Jersey 
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